NIDA-CTN-0015

DOMAIN: SC

STUDYID
STubDY ENROLLMENT (ENR)

PAGE 1 OF 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _ __
NODE:
CTPSITEID: | - STU(\EL:L??'; Screening
e EPOCH VISITNUM
PARTICIPANT ID: __ USUBJID
AssessmentDate: /|  SCDTC__ (mm/dd/yyy) STAFFID:
1=CRF Administered 4=Not encugh time to Administer
FORM COMPLETION STATUS 2=Participant refused 5=No Participant Contact
T 3=Staff Member did not Administer 6=Other
(Research Assistant/Independent Assessor Completed)

SCTEST SCORRES

1. Date informed consent was signed: I (mmiddiyyyy)

NOTE: Boxed annotations indicate supplemental qualifier variables. Result found
in QVAL field.

CTN-0015_Study_Enrollment_v1-0.doc Modified: 7/26/2003 Printed: 9/2/2003 4:55 PM



DemoGRrAPHICS (DEM)

DOMAIN: DM and SC

AssessmentDate: [/ / __ (mm/dd/yywy) STAFF ID:

Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015

A Randomized Clinical Trial Seq. Num.. __

NODE:
STUDY Visit: _
CTP-SITE ID: i s EPOCH  sereening

VISITNUM

PARTICIPANT ID: USuUBJID

1=CRF Administered 4=Not enough time to Administer

FORM COMPLETION STATUS 2=Participant refused 5=No Participant Contact
J=5taff Member did not Administer 6=0ther

(Research Assistant/Independent Assessor Completed)

DEMOGRAPHICS

1.

SCTEST

SCORRES

CTN-0015_Demographics_v1-1.doc Modified: 9/15/2003 Printed: 9/22/2003 2:17 PM

sex: _DM.SEX 2. Date Of Birth: _ PM.BRTHDTC

1=Male m m d d y y oy y
2 = Female

a. Ethnicity: DM.ETHNIC

1=Spanish origin, Hispanic or Latino
2=Not of Spanish origin, Hispanic or Latino (skip to question 4)

b. If Hispanic or Latino, for each of the following, please circle 1" for “Yes' or ‘0’ for ‘No'.
No Yes

PAGE 1 OF 2

1 1. Mexican, Mexican-American, or Chicgmo
2. Puerto Rican QNAM=SOTHERS

DODO'

4. Hispanic or Latino, other (specify) IDVAR=SCSEQ

1
1 3 Cuban QLABEL=SPANISH, HISPANIC, OR LATINO: OTHER TEXT
1

Race: For each of the following, please circle *1’ for “Yes' or ‘0" for ‘No'. Circle “1' for items ‘g’ or ‘h" if
participant chooses not to answer or race is unknown. For those categories with further specification,

please respond to all sub-category questions. Answer ‘Yes' to at least one sub-category. If sub-category

is unknown, select "Other’ for the sub-category and write "Unknown’ for the specify.

No Yes Race

0 1 4.a. American Indian or Alaska Native

0 1 4.b. Asian (If ‘Yes’, please complete 4.0.1 through 4.b.7, if ‘No’, please skip to question 4.¢.)
No Yes DM.RACE (If multiple, then = ‘MULTIPLE’)

1 4.b.1. Asian-Indian

1 4.b.2. Chinese

1 4.b.3. Filipino

1 4.b.4. Japanese

1

1

4.b.5. Korean QNAM=AOTHERS
4.b.6. Vietnamese QLABEL=ASIAN: OTHER TEXT
IDVAR=SCSEQ

ClClClClClClCll

1 4.b.7. Asian, other (specify)
0 1 4.c. Black or African American
0 1 4.d. Native Hawaiian or Pacific Islander (if "Yes’, please complete 4.d.1 through 4.d 4, if ‘No’, please

SKip to question 4.e.)
Yes QNAM=NOTHERS
- QLABEL=NATIVE HAWAIIAN OR

T 4d1. Native Hawallan PACIFIC ISLANDER: OTHER TEXT
1 4.d.2. Guamanian or Chamarro |DVAR:SCSEQ

No
0
0
0 1 4.d.3. Samoan

0 1 4.d.4. Native Hawaiian or Pacific Islander, other (specify) /
4.e. White

4.f. Other (specify - QNAM=00THERS

1

1

1 4.g. Participant chooses not to answer \ QLABEL=ETHNICITY/RACE: OTHER TEXT
IDVAR=SCSEQ

1 4.h. Unknown




DOMAIN: SU

DEM PAGE 2 OF 2
CTP - Site ID Participant ID AssessmentDate: [/ EUETS_
- _USUBJID _ m m d d y Y ¥y

SUCAT=DRUG/ALCOHOL USE
5. DRUG USE: For each of the following substances, please indicate whether the substance has been

used in the past 30 days. Also indicate whether the substance was ever administered by injection (IV or

Non-V)- SUEVLINT=-P30D SUOCCUR=Y SUROUTE
SUTRT SUDUR A. PAsT 30 Davs B. EVER BY INJECTION
NOT NOT
SUBSTANCE NO  YES  ASSESSED NO  YES  ASSESSED
1. Alcohol (any use at all) 0 1 9
2. Alcohol (fo infoxication) 0 1 s
3Her0|n .............................................. 0 ] 9
4. Methadone/LAAM (prescribed) 0 19
b
L2 SR
9 0 1 g
0 I
L2 L.
= L
L2 L S
2. 0 S
= L.
9
15.  More than 1 su_bstar_]ceperday{including 0 | 9 0 | 9
alcohol, excluding nicotine)
SUCAT=MAJOR DRUG PROBLEM

- . . - ) ) SUTRT

6. According to the interviewer, which substance(s) is/are the major problem?

Interviewer should determine the major drug or drugs of abuse (excluding Nicotine use). Code the number next to
the drug in questions 01-13. “00" = no problem, 15" = alcohol & one or more drugs, “168” = more than one drug but
no alcohol. Ask participanl when not clear.

CTN-0015_Demeographics_v1-1.doc Modified: 9/15/2003 Printed: 9/22/2003 2:17 PM



DOMAIN: QS
PAGE 1 OF 1

Lire EVENTS CHECKLIST (LEC) =QSCAT
Women’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randemized Clinical
STUDYID NODE:  __ VISITNUM
CTP-SITEID: | - STL:E,\';:' l,‘e'?';
USuBJID

PARTICIPANT ID:

Assessment Date:

___ lQsb1t@__ _ _ __ (mm/dd/
1=CRF Administered

FORM COMPLETION STATUS 2=Participant refused

3=Staff Member did not Administer

Trial Seq. Num.. _ _
EPOCH
Screening

yyvy) STAFFID: __ _ QSEVAL

4=Not enough time to Administer
5=No Participant Contact
6=Other

(Research Assistant/Independent Assessor Completed)

| am going to read a list of difficult or stressful things that sometimes happen to people. For each event |
read, please tell me whether or not it happened to you, you witnessed it or you learned about it.
Be sure to consider your entire life (growing up, as well as adulthood) as we go through the list of events.

If yes, specify

QSTESTCD/QSTEST QSORRES
a. b. c. d.
Event Happened Witnessed Learned No/
to me it about it Not sure
Yes No Yes No Yes No Yes No
1. | Natural disaster (for example, flood, hurricane, tornado, earthquake) 1 0 1 0 1 0 1 0
2. | Fire or explosion 1 0 1 0 1 0 1 0
3 Transportation acci_dent (for example, car accident, boat accident, train 1 0 1 0 1 0 1 0
wreck, plane crash)
4. | Serious accident at work, home, or during recreational activity 1 0 1 0 1 0 1 0
5. | Exposure to toxic substance (for example, dangerous chemicals, radiation) 1 0 1 0 1 0 1 0
6. EQ_‘;{smal assault (for example, being attacked, hit, slapped, kicked, beaten 1 0 1 0 1 0 1 0
| | Assat with a weapon (for example. being shot, stabbed. treatened wita | 4 o 4 o 4 o 1 o |
I e A
8 Sexual assault (rape, attempted rape, made fo perform any type of sexual 1 0 1 0 1 0 1 a
|___|actthroughforos orthreatofharm) RN N .
9. | Other unwanted or uncoemfortable sexual experience 1 0 1 0 1 0 1 0
10. | Combat or exposure to a war-zone (in the military or as a civilian) 1 0 1 0 1 0 1 0
1" Captivity (for example, being kidnapped, abducted, held hostage, prisoner of 1 0 1 0 1 0 1 0
war)
12. | Life-threatening illness or injury 1 0 1 0 1 0 1 0
13 Severe human suffering 1 0 1 0 1 0 1 0
If yes, specify
14. | Sudden, violent death (for example, homicide, suicide) 1 0 1 0 1 0 1 0
15. | Budden, unexpected death of someone close to you 1 0 1 0 1 0 1 0
16. | Serious injury, harm, or death you caused to someone else 1 0 1 0 1 0 1 0
17 Any other very stressful event or experience 1 0 i 0 i 0 1 0

CTN-D015_Life_Events_Checklist_v1-0.doc

Moadified: 7/28/2003

Printed: 9/2/2003 4:56 PM




STUDYID

DOMAIN: QS
SCAT=SUBSTANCE USE DIAGNOSES
SUBSTANCE USE DIAGNOSES (SUD) Q Fage 1 of 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq.Num.. _
NODE: )
STUDY Visit: -=treening
CTP-SITE ID: - {circle one)
PARTICIPANT ID: _USUBJID VISITNUM EPOCH
AssessmentDate: /[ — — QSDT ™/ dd yyyy) STAFF I1D: |O|wm|<>_u| _
1=CRF Administared 4=Mat enough time to Administer
FORM COMPLETION STATUS Z=Participant refused S=Mo Participant Contact
2=Staff Member did not Administer B=Crther
(Research Assistant/Independent Assessor Completed)
Diagnoses shaded gray (4,7,8,9,10) are optional. All others (1,2,3,5,6) are required.
A, B. c. D. E. F.
Screened In Abuse Abuse Recency Dependence Dependence Recency Dependence Recency
JAr 1A J0 Code from J10 Code from Full Criteria Any Criteria
J21 Code from J22 Code from J23
DSORRES QSORRES
NoY Mo Mo SORRES
) QSORRES Q
1. Alcohol 1 5 N 1 5 M 1 2124|8586 | N 1 5| M 1 2] 3| 4 518 | M 1 2 3| 4|58 | N
Al B. C. D. E. F.
._-Ommﬂm.m_...mn In Abuse Abuse Recency Dependence Dependence Recency Dependence Recency
Hmmﬁ/om.ﬂmm L4A L11 Code from L11 Code from Full Criteria Any Criteria
L22 Code from L22 Code from L24
2. Marijuana 1 5 M 1 5 M 1 2 3 4 5 5] M 1 ] M 1 2 3 4 5 6 M 1 2 3 < 5 8 M
3. Stimulants 1 5 N 1 5 M 1 2124|8586 | N 1 5| M 1 2] 3| 4 518 | M 1 2 3|4 |58 | N
4, Sedatives 1 5 M 1 5 M 1 2 3 4 5 5] M 1 H M 1 2 3 4 ] B M 1 2 3 4 H] i M
5. Opicids 1 5 M 1 5 M 1 2 3 4 5 5] M 1 5 M 1 2 3 4 ] 6 M 1 2 3 2 5 i M
6. Cocaine 1 5 M 1 5 M 1 2 3 4 5 <] M 1 ] M 1 2 3 4 ] 6 M 1 2 3 < 5 8 M
7. PCP 1 5 M 1 5 M 1 2 3 4 5 5] M 1 H] M 1 2 3 4 ] B M 1 2 3 4 H] B M
8. Psychedelics 1 5 N 1 5 N il2 2| 4|56 |M 1 5| M 1 2|3 | 4|58 (N 1 2| 3| 4|5 |8 |N
9. Inhalants 1 5 N 1 5 M 1122 | 4|5 |6 |M 1 5| M 1 2|3 | 4|58 (N 1 2|2 | 4|5 |8 |MN
10. Other
Specify: 1|5 | W1 |85 | W1 |22 (4|5 | w1 |5 |Nf1|2]3|[4]|5|8| 123|458 HN
CTHN-0015_Substance_Use_Diagnoses_v1-Z.doc Modified: 12/9/2003 Printed: 1/22/2004 11:19 AM




BRIEF CODING INSTRUCTIONS FOR THE CIDI CRF
(To be attached to the back of the CRF)

ALCOHOL
Column | If both J1=1 and J1A = 1 (never had 12+ drinks) Circle 1" AND skip to Drug Section
A ieifRer JIS5 o7 JIAZ 5 T T e """ Circle™™ and continue with Column B
“if Inferviewer Error T T oo " Circie "N*"and skip to Drug Section
Column | If J10is coded 5" (Yes) (i.e., at least one “5” coded in JB-J9) Circle “5" Yes, continue with Column C
B it uitiis coded i* (No) (e, J6 U7 &7A T8, j8are a5 “""Circie 1" No, skip to Column D
o “\ Circie ™ and SKip 1o Colimn &
Column | If column B is coded “5" Circle the J10 Recency code (1 - 6) in Column C
C ['if colimn'B'is Goged “1 ~7 T “I"Skip Column €. and go to Collmn D
e s
Column | 1fJ21 is coded “5” Circle “5"
D ['ifu37is coded 1" of blank dus o §kip instruction on26™ " "I Circie™ 1™ and go to Drug Section
“If Interviewer Error 7T oo " Circie "N* and go to Drug Section
Column | If Column D is coded ? Circle the J22 Recency code (1 -6) in Column E_
B [t coilimn'® is Coded ™= e “"["Skip Columns E and F, and go to Drug section
e .
Column | 11 J23 1s completed AND column D 1s coded 5" Circle the J23 Recency code (1 - 6)
F

Skip Column F and go to the Drug Section

IT Interviewer Error I Circle "N”

DRUG (repeat for each Drug Category assessed)

Column | If column A within the chart in question L4A = 1 for that drug category Circle 1" AND skip to next Drug category
A i column A within the chart in quéstion T4A =5 for tnat drug category ™ | Circie 5" and continue with Column 8
"I interviewer Error T Circie "N* and skip to next drug category
Column | If L11 is completed for that drug (i.e_, at least one *5" coded in Circle “5" Yes, continue with Column C
s w8t
If L11 not completed for that drug (i.e., L8A, L9B, L9C, L10A are all *17) Circle 1" Mo, skip to Column D
I interviewer Ecor "[ Circie N and skip to Column D
Column | If column B is coded “5” Circle the L11 Recency code (1 - 6) in Column C
C i coumn B is codad =1 T T “Skip Column C, and go to Column D '
“Ifinterviewer Error T T T Circie "N
Column | If L22 is coded “5” for that drug category Circle “5", continue with Column E
D I'i#i52 1§ coded 1% or biank for that drug category ™ T T T Gircie *1* and go to next drug category
ilemiewer Error T T e e Girge I and 56 I next drag Category
Column | If Column D is coded “5" Circle the L22 Recency code (1 -6) in Column E
E _— — Sk|pCo|umn5E &F andgotonextdrug ....... -
.............................................................................. _|.category
If Interviewer Error Gircle “N”
Column | If L24 is completed AND column D is coded “5" Circle the L24 Recency code (1 -6)
F ey e e e e s T e R W T R E——— -

If L24 not completed, OR if L24 is completed and Column D is coded *1 Skip Column F and go to the next drug category

"If interviewer Error Circle "N”




ALcoHoL Use (AU)

SUCAT=ALCOHOL USE

DOMAIN: SU

Face 1oF 1

HODE:
CTP-SITEID: USUBJID _

FARTICIPANT ID:
Assessment Date: SUDE:f -

FORM COMPLETION STATUS

STUDY Visit:

{cirsie ons)

1=CHF Aoministeras
2=Participant refused
J=Sta Member did not Administer

Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial

Screening

STAFF ID:

d=4ol enough tme to Administer
F=Mo Parilcipam Consact

E={Crthear

Seq. Num.- _

iRezearch Aszistant/independent Azsessor Completed)

SUTRT SUEVLINT=-P6M

1. Did you drink any alcoholic beverage (beer, wineg, or liquor) gince
& months prior to today's date)?

{Enzer date above as mmiddiyyyy)

CTR-D015 Alcghal Use.dac

SUDUR
SUROUTE

Flodiad

10252004

SUOCCUR

{=Ma, 1=Yes)

2rinted: 1/28/2002 2206 PM



DOMAIN: QS

PRISM SuicipalL AND HOMICIDAL INTENT (PRSM) PacE10F 2
Wamen's Treatment For Trauma And Substance Use Disarders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _ _
NODE:
STUDY Visit: - :
CTP-BITEID: | -__ [circle one) Screening
PARTICIPANT ID: | _ YUSUBJID
Assessment Date: .'QEDE I mmsod Sy STAFFIO-___ _
1=CRF Adminisiersd A=hat ar-:-Lgr ime o Adminisier
___ FORM COMPLETIOM STATUS Z=Farticlpant refised =g Participant Conlzo
J=Z230 Mamiber did net Adminksser E=Cner
iRessarch Azsistantindependent Azsessor Completed)
SUICIDALITY QSTESTCD/QSTEST QSORRES
| 1. Becurrent thoughts of death:

A. Rating Scale:

#  [Oid you ever find yourself thinking ¢ PMust have spent some time thinking
about death or dying? Do you think about death at least three times ina 1 2 ) 3 )
you would be better off dead? week (not necessarily all day). BT ey | T
« Did you fesl as though you wanted to ¢ Include recurrent thoughts that she B.
die {did you wish you wouldn't wake wiould be better off dead.
in the morning wh went to 1=Pri 3 £ "
;EcIIqat :g:-;?mg s YRR Er ¢ [nclude thoughts of death aftributed to Prior to the past & montns
_ health problem or HIV status that 2=In the past & months
# |F UNCLEAR: Can you describe oocur without a changs in health
these thoughtsfeslings? How often status. QSEVLINT

wers you thinking about these things?
! g g ¢ Cxclude precccupation with death

« |F YES: Do you still have these wihen someone close is il or dying, as
thoughtsffeslings at the present time? lang as precccupation is at expected
How often™ For how long have you l=wel.

oeen having these thoughtsfeslings? . Exclude normal fear of death

2. Recurrent suicidal ideation:

A. Rating Scale:

#  Did you ever think about suicide or ¢ Nust have a thought about this at

killimg yourself? (What did you think lzast three times in a week. 1 _ _: ) E )
of? How often did you have that . . . (Amerty | G- (Fresent)
thought?) o Bust think actively of killing cneself, fhr=shoid)

e even if ambivalent. B.

# |F YES: Do you still think about killing
yourself at the present time? How
often? For how long have you been
hawving these thoughis? 2=In the past & months

¢ Can have suicidal ideation without

. . 1=Prior to the past G months
having suicidal plan.

3. Specific suicide plan

A. Rating Scale:

o [Oid you ever think of any specific plan & Must be thinking of actual method of
far committing suicde? What did you suicide, 1 2 3
think of d:i"ng? ) [Absent) i Eub- Fregend)
& Intent o carmy out the plan is not fhreshoid)
« |F ¥ES: When was that? For how required; formulation of a specific plan | B,
long did you think of this plan® How s enough. -
oftem would you think about this plan? . t=Pricr to the past § months
¢ Include even if fleeting plan.
» |F YES: Do you think of any specific e Meed nct have been recurrent or Z=In the past & months

lan for committing swicide at the -
Erese"d time? 'u‘u'hgt do you think of feasible.
doing? How often do you think about
it? For how long have you been
thinking about this plan?

CTR-00135 PRISK Suicidal Intentdoc Modifled: 1042402003 Frinted: 1/29/2009 3:03 P



PRSM

DOMAIN: QS

PAGEZ20QF 2

CTF - Site ID

Participant ID

Assessment Date: /]
m m

N S
d d Yy ¥ ¥ v

4. Suicide gesture

Did you start to do something in order .
to kill yourself, even if you changed
your mind and stopped, or if someone
else stopped you? \What did you do?
What happened then? What were you
thinking of when you did that?

IF YES: When was that? How many
times did this happen?

QSTESTCD/QSTEST

Must be thinking about suicide at time
of act but believe that the extent of
action taken would not actually result
in death

Include apparent suicide gesture even
if subject claims intent was only
attention-seeking

Exclude self-mutilation far tension-
relief

Exclude preparation for attempt

A. Rating Scale:

1 2

(Absent) (Suk-
thrashold)

3

(Present)

B.

1=Prior to the past & months

2=In the past 6 months

QSORRES
QSEVLINT

5. Suicide attempt

Did you ever do anything to hurt or kill .
yourself? Did you do anything on
purpose that you knew could have
killed you? (What did you do? What
happened then? Did you think you
could die as a result?)

IF YES: When was that? How many
times did you do anything to kill

Need not to have been planned or
premeditated; include totally impulsive
attempts

Very impulsive suicide behavior can
occur even when other death/suicide
items are negative

Include if completed act was believed
to be lethal but subject was

A. Rating Scale:

1

{Absent)

3

{Present)

B.

1=Prior to the past 6 months

2=In the past 6 months

[f?
yourse discovered and saved
+« Must have believed that act was
lethal, regardless of objective lethality
HOMICIDALITY

6. Recurrent homicidal ideation:

L]

Did you ever think about harming or .
killing someone? (What did you think
of? How often did you have that
thought?)

IF YES: Do you still think about
harming or killing someone at the
present time? How often? For how
long have you been having these
thoughts?

Must think actively of harming or
killing someone, even if ambivalent.

Can have homicidal ideation without
having homicidal plan.

A. Rating Scale:

1 2

(Absent) {Sub-
thrashold)

3

{Present)

B.

1=Prior to the past 6 months

2=In the past 6§ months

(If Homicidal Ideation in past 6 months, above, ask question 7.)

7. Specific homicide plan

Have you taken any steps toward .
carrying out this plan?
IF YES: What have you done? .

Must be thinking of actual method of
harming or killing someone.

Intent to carry out the plan is not
required; formulation of a specific plan
is enough.

Include even if fleeting plan.

Need not have been recurrent or
feasible.

A. Rating Scale:

1

{Absent)

3

(Present)

CTN-0015 PRISM Suicidal Intent.doc

Meodified: 10/6/2003

Printed: 1/29/2009 2:08 PM




DOMAIN: QS

MiNI MENTAL STATUS Exam (MMSE) —OScCAT STUDYID PAGE 1 OF 4
Waomen's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _ __
NODE: __ EPOCH VISITNUM
STUDY Visit: )
CcTP-SITEID: - (circle one) Screening
PARTICIPANTID:  ___ __ USUBJID
Assessment Date: ___ /[ /| _QSDTC  immsddsymw sTAFFID: ___ QSEVAL
1=CRF Administered 4=MNot enough time to Administer
FORM COMPLETION STATUS 2=Pariicipant refused S=Mo Participant Contact
3="5taff Member did not Adminizter 6=0ther
(Research Assistant/Independent Assessor Completed)
For each question, check the correct responses, then enter the total score at left
QSTESTC D/QSTEST Maximum Score:
1. Whatis the: QSORRES [5]
_ ear?
__ Season?
~ Date?
—_Day?
_ Month?
_ 2 Where are we: [5]
___ State?
___ County?
_ Town?
_ Street?
_ Mumber?
_ 3 MName 3 ohjects: 3
_ Orange
__ Ajirplane
__ Tobacco
4 Count backwards by 7's, starting at 100: OR:spell WORLD backwards: 51
93 D)
- i
_ 75 __iR)
72 ()]
85 W
_ 5 Recall 3 objecis: 3
__ Orange
__ Aimplane
_ Tobacco
__ B Name a: |
__ Pencil
__ Watch
7. Repeat the following: [1]
__ “Moifs, ands, or buts.”
8. Follow a 3 stage command: B

__ A Take a paper in your right hand.
__ B.Folditin haf.
_ & Put it on the floor.

__ 9 Reading and obeying provided item
_10. Copying provided design
11, Wnting sample

For the following three items hand pages 2-4 to the participant, and ask her to follow the directions. Record the results below.

[
[
[

HAND MMSE Score (sum scores from questions 1

thru 11) [30]

CTN-0015_MMSE_v1-1.doc Modified: 952003

Printed:5/11/2003 5:05 PM

Reproduced by special permission of the Publisher, Psycholegical Assessment Resources, Inc., 18204 North Florida Avenue, Lutz, Florida 33549, from the Mni Menta
State Examination. by Marshal Folstein and Susan Folstein, Copyright 1873, 1883, 2001 by Mini Mental LLC, Inc. Published 2001 by Psycho'ogical Assessment Resources,
Inz. Further repreduction is prohibited without permission of PAR, Inc. The MMSE can be purchased from PAR, Inc. by calfng (B00) 331-8378 or (B13) 983-3003.




DOMAIN: QS

MMSE  =QSCAT PAGE 2 OF 4
CTF - Site 1D Par‘.icipagtjlﬁD Assessment Date: _%DE Y .
- S m_m d d Y ¥ ¥ ¥
PARTICIPANT SECTION
Hand to participant to complete this section.
QSTESTCD/QSTEST QSORRES

(9) Read and obey:

“Close Your Eyes”

CTH-0015_MMSE_v1-1.dec Meodified: W5/2003 Printed:3/11/2002 5:05 PM




DOMAIN: QS

MMSE =QSCAT PAGE 3 OF 4
CTF-Site D P%gﬁg\]l?D Assessment Date: __ QEDT_C I
- - m_m d d ¥y oy ¥
PARTICIPANT SECTION

Hand to participant to complete this section.
{10) Copy the design of the intersecting pentagons (BELOW).

QSTESTCD/QSTEST
QSORRES

CTMN-0015_MMSE_vi-1.doc Maodified: 852003 Printed:5/11/2003 5:05 PM




MMSE =QSCAT

DOMAIN: QS

PAGE 4 OF 4
CTP - Site ID Participant ID .
AssessmentDate- ___ /QSDTC/ __
_ _U&Bﬂ[)_ m d Y oY ¥y
PARTICIPANT SECTION

{11) Write a sentence:

Hand to participant to complete this section.

QSTESTCD/QSTEST
QSORRES

CTH-0015_MMSE_v1-1.doc

Meodified: /52003

Frinted:3/11/2003 5.05 PM




DOMAIN: CM

STUDYID
PrIOR AND CONCOMITANT MEDICATIONS (PCM) PAGE 1 OF 2
Women’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: __ __
. EPOCH VISITNUM
NODE: . Screening  Baseline
STUDY Visit:
cTpP-SITEID: - (circie one) 1-Wk FUP  3-Month FUP  &-Month FUP
PARTICIPANT ID: | USUBJID 12-Month FUP
AssessmentDate: ____ / CMDTC/ _ _ _  (mm/dd/yyyy) STAFFID:
1=CRF Administered 4=Not enough time to Administer
FOREM COMPLETION STATUS 2=Participant refused 5=No Participant Contact
— 3=Staff Member did not Administer G=0ther

(Research Assistant/Independent Assessor Completed)

Complete one CRF for each prescription medication the participant is taking for emotional, psychological, or
psychiatric purposes. If a previously recorded medication’s dose has changed, complete a new CRF for the
medication and the new dosage.

Since your last visit™. ..

+ Have there been any dosage changes for prescription medications you are currently taking for emational,
psychological, or psychiatric purposes?

« Have you discontinued any of the prescription medications for emotional, psychological, or psychiatric
purposes?

« Have you started any new prescription medications for emotional, psychological, or psychiatric purposes?

“For the Screening visit assess the past 30 days. For the 1-Week Follow-Up, assess all prescription medications taken during Treatment
Phase (study weeks 1 thru 6). For all other visits, assess period since last visit.

— 1 New med or changed med | Note- gata only converted if PCM001 = 1

0=No (End questionnaire)
1=Yes (Continue with questions 2 thru 11)

il 2. Medication number

Report type

1=New medication (not previously recorded) (Skip to question 5)

=Change in dose of a previously recorded medication (Complete question 4)

QNAM=CMPRENU

M 4 Medication number of previously recorded medication

QLABEL= 5. Generic name if possible; otherwise brand name).

MEDICATION TRT

NUMBER OF

PREVIOUSLY CMIEQC 6. Purpose/Indication (Reason drug is Being taken):

RECORDED 1=Anti-depressants

MEDICATION 2=Anti-anxiety QONAM=CMREPTYP

IDVAR=CMSEQ 3=Anti-psychotic QLABEL=MEDICATION REPORT TYPE
4=Moaod stabilizers IDVAR=CMSEQ
5=Sleep aids

CMDOSE 6=0ther (specify: )
N Daosage quantity (i.e., 1200) QONAM=CMMDSTAT
CMDOSU___ 8. Dosage units (Use units codes on the next page) | QLABEL=MEDICATION STATUS
9 Current status of medication IDVAR=CMSEQ

1=Continuing (Participant still taking med)
2=Discontinued (Participant no longer taking med — complete question 11)

10.  Start date (Date started or dose changed) ____ | CMSTDTC __ _ (mmiddiyyyy)

. CMENDTC
11.  Stop date (Date discontinued orchanged) [ [~ —  (mm/ddfyyyy)

CTN-0015_Prior_And_Concomitant_ Medications_v1-1.doc Modified: 10/28/2003 Printed: 10/29/2003 9:30 AM




FPCM PAGE 2 OF 2

CTP - Site ID Participant 1D N . .
Assessment Oate: 0 %
- - m m d d ¥ ¥ ¥ ¥
Dosage units
1 = granis) & = Mlcragramis) ! khogram 11 = milligramis}
I = gramis) T = mlzrogramis) 5. meber 12 = milligram(s} / klogram
3 = Insematiznal uniis 8 = microles] 13 = milligramig) / 53. meter
4 = mizrocurizis) 3 = miflcures) 14 = millilire{s)
5 = PICROgramis) 10 = millizguivalentis) 85 = Othar
39= Lniknown
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NOTE: Boxed annotations indicate supplemental qualifier variables. Result found in QVAL field. DOMAIN: QS

CAPS DiaGNOSIS SUMMARY [CAPS) ~QSCAT ~ STUDYID PAGE 1 OF 2
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _
NODE: | __ _ _ EPOCH Screening VISITNUM
. STUDY Visit: e
CTP-SITEID: - icircie one) 1-Wk FUP 3-Month FUP
PARTICIPANT ID: _isﬁﬁ E-Month FUR 12-Month FUP
Assessment Date: QE)E o immsad sy sTaFFiD:__ QSEVAL
1=CRF Adgminlsberad =kl enough Bme to Administer
__ FORM COMPLETION STATUS Z=Paripant rafusad =M Panicipant Contact
Z=Staft Member did not Adminisker G=thar
{Indegendent Asseszor Completad) ONAM=QSINT, IDVAR=QSSEQ
A, TRAUMATIC EVENT{s) OLABEL:SYMPITOM INTENSITY
{1} Traumatic event{s) or worst traumatic event({s) [Describe briefly. Record up ro 3 events, 20 chars. max):
QNAM=QSFREQ., IDVAR=QSSEQ

QLABEL=SYMPTQM EREQUENCY, QSORRE
B. REEXPERIENCING SYMPTOMSE Erequency Intensity Present*
() (k) (<)
QSTESTCD/QSTEST Ho Yes
(1} Intrusive recollections 0 1 3 4(D 1 2 |3 4 ] 1
2} Distressing dreams o1 3 4|0 1 2 |3 4 ]
(3) Acting or feeling as if event were recuring o1 3 4(0 1 2 |3 4 ] i
(4} Psychological distress at exposure to cues o1 3 4|0 1 2 |3 4 ]
(5] Physiological reactivity on exposure to cuss o1 3 4(0 1 2 |3 4 ] i

“[Symprom present if Frequency = 1 and Intensity = 2)
{61 Mumber of Criterion B symptoms (nesd 1) | |

QNAM=QSCRITB, IDVAR=QSGRPID, QLABEL= NUMBER OF CRITERIDN B SYMPTOMS

CCAVOIDANCE ANDCNUWMBING SYWMPTUWS FreqUEncy TEnSity Present*
(@) (b) (<)

Ho Yes
(1) Avoidance of thoughts, feelings, or conversations o1 3 4(D 1 2 |3 4 ] 1
(2} Avoidance of activities, places, or people o1 3 4(0 1 2 |3 4 ]
(3)  Inability to recall important aspect of trauma 0D 1 3 4(D0 1 2 |2 4 0 1
(4} Diminished interest or participation in activities o1 o401 2 |3 4 ]
(5) Detachment or estrangement o 1 3 4(0 1 2 |3 4 ] 1
(6) Restricted range of affect o1 Io4(0 1 2 |3 4 ]
(7] Sense of a foreshoriened futurs o 1 3 4(0 1 2 |3 4 0 1

“[Symprom present if Freguency = 1 and Intensity = 2)

(81 Mumber of Critericn C sympitoms (need 3) |

QNAM=QSCRITC, IDVAR=QSGRPID, QLABEL= NUMBER OF CRITERION C SYMPTOMS

CTH-0015_CAPS_Dlagnosis_Summary_N1-1.000 Modified: 1072772003 Primed: 1072902003 3:43 PM




DOMAIN: QS
QNAM=QSINT, IDVAR=QSSEQ

CAPS DIAGNOSIS SUMMARY (CAPS) =QSCAT QLABEL=SYMPTOM INFENSI ¥
CTP - Sie ID Partizipant D
o _UEUEQ Assessment Date: —— JQE-:IDT_EI:J — 75
J QNAM=QSFREQ, IDVAR=QSSEQ QSORRES
D. HYPERAROUSAL SYMPTO GQLABEL:SYMPTOM r!li.\éllr"lf\"/v Intepisity Present*
QSTESTCD/QSTEST (a) i) MO{C]\"es
(1) Difficulty falling or staying aslesp 0|1 2 3 4|0 1 B 3 4 0 1
(2} Irmtability or outbursts of anger otz 3 4|0 1 p 3 4 ]
{3) Difficulty concentrating 0|1 2 3 4|0 1 B 3 4 0 1
(4} Hvpervigilance 0 2 3 4|0 1 p 3 4 ]
{2) Exaggerated startle responze 0yl 2 3 4]0 1 ¢ 3 4 ] 1

“[Symprom present if Frequency = 1 and Intensity = 3]
(8} Mumizer of Criterion D symptoms (nesd 2) l QNAM=QSCRITD
AR=QSGRPID, QSORRES
QSTESTCD/QSTEST QLABEL= NUMBER OF
E. DURATION OF DISTURBANCGE CRITERION D SYMPTOM$ NP YES
(1) Duration of disturbance at lzast one month 0 1
(2} Atwhat age did you first start having these symptoms you've told me about?
QSTESTCD/QSTEST QSORRES
F. SIGNIFICANT DISTRESS OR IMPAIRMENT IN FUNCTIONING Intensity
(1) Subjective distress 0 1 2 3 4
(2} Imgairment in social functioning 0 1 2 3 4
(3] Impairment in occupational funcioning g 1 2 3 4
MO YES
{4) AT LEAST ONE = 27 C 1
QSTESTCD/QSTEST
G. PTSD DIAGNOSIS QSORRES

(1} Diagnosis (selectone) ____

1= Full PTE0 — &l Criteria (A-F) are mat
2 = Bubthresheold PTSD - Criteria & B, E. F, plus either C or O are met
3 = Mo Full or Subthreshold PTSD

CTM-001E_CAPE_Dlagnosis_Summary_vi-1.000 Modified: 1002772003 2rimed: 10203 343 PM




NOTE: Only exceptions to IE are in the database. That includes “No” STUDYID

responses for Inclusion and “YES” responses for exclusion criteria. DOMAIN: IE

INnCLUSION = ExCLUSION CHECKLIST (IEC) PAZE 1 OF 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num. _ _
HOPE: STUDY Visit: EPOCH
~ . . : Screenmn
cCTP-SITEID: . [circle one) VISITNUM d
PARTICIPANT ID: _ USUBJID
Assessment Date: [ _IEDTC! _  —  mm/gas STAFFID- __ _
1=CRF Adminlstered 4=pjot enough time o Administer
__ FORM COMPLETION STATUS Z=Darticipant refused S=No Participant Contact
F=SiEtT Member old not Adminlsier E=Ciner

{Ressarch AssistantIndependent Azsessor Completed)

1. INCLUSION CRITERIA IECAT
YES HO UNK IETEST

IEO“RRES Partcipant has used an ifeit substance within the past six months and has cument diagnosis of
0 -8 1b. : illicst drug abuse or dependence (with or without aloohal) or has used alcohod within the past 6
minths and has current @agnosis of alcohol abuse or dependence.

Partcipant is diagnosed as having ether
i 0 -8 1ec. a  Full PT20 (meets citzia A B, &, 0L E. F)
b, Subthrzshald PTI0 (mests citera A, B, E. F. plus elther £ or D)

Iranmy of the Inclesion gquestions above have bean answersd MO or UNKNOWN then the parmcipant is moT ellgi ble
and cannot be enm@rad or rANTGMUZED N0 The SiUdy. Piease CONTINGS i qUesTion 23

YES HO UNK
1 0 o 23 Sarticipant has an advanced stage medical disease (i.e. AlIDS, TB) as indcated by globa
" i physical deterioration and incapacitaion
i a ] 2b. ¢ Paricipant has an impaired mental states (MMEE score is less than 22).
i a -B 2. ¢ Paricipant has significant msk of suicidal intent. behawvior or history.
1 ad -B 2d. ¢ Participant has current homicidal intent or plan.
..... 1 IJE Ee :'arm:ant-as-g:.rg,r:.faschm:u:hrenm-spe.:run--:hagn.:rsm
i a ] 2.} Participant has a history of active (past two months) psychosis.
""" 1@ 4@ |2g iParicpants nvolved inRigation conceming PTSD.
i a -B 2h. ¢ Particpant refuses 1o be audio-taped or video-{aped.

Irany of the Exclusion gUasnions above are answered YES or UNKNOWN, the parmicipant 1s nar eligible and cannor
be anrersd or rang'omizad inmo tha STUdY. Pladse conunue 1o guesnon Ja.

YES HO LIHE SC.SCORRES
i a -2 Ja. s the participant eligitle for the study? IF o ar unknown, skip o Je.
SC.SCTEST db. | Dateofeligbiliee __ _ 7 7/ [mmioo sy
{ 3c. | Specify ineligibilty =

CTR-0013 Incluslon-Exclusion Chacklisldoo Nodiled: 27222004 Printed: 1/25/2002 306 PM



ADDICTION SEVERITY INDEX-LITE (ASL) =0ScAT

STUDYID

DOMAIN: QS FaAZE 1CF 14

Women's Treatment For Trauma And Substance Use Disorders:

NIDA-CTN-0015 A Randomized Clinical Trial Seq Num.: _
HODE:
— STUDY Visit: EPOCH Hazeline
CTP-SITE 1D - circle onel
—_——— (circlz one] VISITNUM
PARTICIPANT ID: __ USUBJID
Assessment Date: _ f  f QE)E_[.T.."': Sad £ ¥rvy) STAFF ID:__QE\AL_

1=CRF Adminkstened

FORM COMPLETICIN STATUS 2=Rarlicipant refuzed

4=hot enough time to Administar
S=hg Participant Contact
E=Otner

J=51a7 Member did nod Administar

{Independent Assessor Completed)

Participant Date of Birth jmmdddiyyyy. ¢~

Composite Scores
ifor site use only):

Medical: Legal:
Employment: Family:
DCrrug: Paychiatric:
Alcahol:

Infroducing the ASI

KEY:

Seven potential problern areas: Medical, Employment'Support Status, Alcohaol, Drug. Lega,
Family'Social, and Psychological. All clients receive this same standard imterview. All information

: 5 gathered is confidential
Patient Rating There are twiz time pericds we will discuss
Scale 1. The past 30 days
0 = Mot at all 2. Lifetime Cata
1= Shghtly Patient Rating Scale: Patient input is imporiant. For each area, | will ask you to use this scale to et
2 = Moderately me know how bothered you have been by any problems in each section. | wi also ask you how
s imporiant treatment is for you for the area being discussed
3 = Considerabhy
4 = Extremely Flease refer to the Patient Rating Scale in the adjacent key.

If you are uncomforiable giving an answer, then don't answer.
Please do not give inacourate imformarion!

Interviewer Instructions

1.Leave no blanks.
2. Make plenty of Commenis (if ancther person reads this AS they should have a relatively complete picture of the client's perceptions of
his'her problems)
A Throughout the A5, when noted: X = Guestion not answered.
N = Question not applicable.
4 Terminate interview if chent misrepresents two or more sections.
S When noting comments, please write the question number.

HALF TIME RULE: [f a guestion asks the number of months, round up pericds of 14 days or more 2o 1 month.

Round wp § months or mors to 1 year

COMNFIDENCE RATINGS: == Lastfwo items in 2ach section.

=+ Do not over interpret.

= Denal does not warant misrepresentation.

= Wisrepressntation = overt contradiction in information,
FProbe and make plengy of comments!

CTH-O01S_AZIL_wi-1.doc Modifled: 21352003 Printed: $22/2002 2216 PM




ASL PAGE 2 OF 14
CTP - Site ID Partzipant ID

Acsessment Date: !
R - m m . o ¥ ¥ ¥ ¥

Hollingshead Categories
Higher Exscutwe, Major Professiona’s, Owner of Large Business

[~
n

Busmness Manager, Owner (medium sized business), Other Professional (nurse, aptician, pharmacist, social worker,
tz=acher]

3= Admnistrative Personne!, Manager, OwnerProprietor of Sma Business (bakery, car dealership, engraving business
plurnbing business, flionst, decorator, actor, reporter, frave! agent)

4 = (Clercal and Sales, Technizian, Cwner of Small Business (bank tefer, bookkesper, clerk, drafisman, timekeeper, secretarny,
car salesperson)

©n

Skifed Manua'—usually having had iraining (baker, barber, brakeman. chef. electrician, fireman, lineman. machinist
rmechanic, paperanger, painter, repairman, tailor, welder, police officer. plumber)

2= Sem-skled (hospial aide, painter. bartender, bus driver, cutter, cook, drill press. garage guard, checker, waiter, spot
welder, machine operator)
7= Unskfed (attendant, ;andor, construction help, unspecified labor, porer). Include Unemployed.
2= Homemaker
2= Studeni™o CocupationDisabied
List of Commeonly Used Drugs
Alzohol: Besr, wine, liquor
Methadons: Dolophine, LAAN
Cpiates: Fan kifers = Morphing, Diluaudid, Demercl, Percocet, Dareon, Tabwin, Codene, Tylenol 2,34,
Syrups = Robitussin, Fentamy
Sarbdurates: Membutal, Seconal, Tuinel. Armytal, Pentobarbital, Secobarbital, Phenobarbital. Fiorinol

SediHypTrang:  Benzodiazepnes = Valiumn, Librium. &fivan, Serax, Tranzene, Dalmane, Halcion, Xanax, Milkown,

Other = ChloralHydrate (Moctex), Quaaludes
Cocaine: Cocane Crystal, Free-Base Cocane or "Crack. and "Rock Cocaine”
Amphetamines:  Monsier, Crank, Benzedrineg, Dexedrng, Rita'n, Prefudn, Methamphetamine, Speed. lce. Crysial
Cannabis: Marijuana, Hashish
Hallugmogens: LD (Acid), Mescaine, Mushrooms (Psilocybing, Peyole, Green, PCP [Phencycdiding), Angel Dust, Ecstacy
Inhalants: Mitrows Oxide, Armyl Mitrate (Whippits, Poppers), Glue, Solvents, Gasoine, Toluene, Bz

Jusi note if thess are used: Antidepressants
Wzer Meds = Zantac. Tagamet
Asthrna Meds = Ventoling Inhaler, Theodur
Other Meads = Antipsychotics, Lithiurm

Alcohol/Drug Section Instructions

The followng questions lock at two time pericds: the past 30 days and lifetime. Lifetime refers to the time prior to the last 30 days
Howaver if the client has been mcarcerated for more than 1 year, you would on'y gather Hetme mformation, unless the client
admits 1o significant alocoho! idrug use during mcarceration. This guideline only applies to the Alcchel/Dnug Section.

20 day questions only require the number of days used.

Lifetme use s asked to determine extendsd pericds of use.

Regular use = 3+ times per week, binges, or problematic imegular use in which normal activities are compromised.

U

Alzohol to mtoxication does not necessan’y mean “drunk”, use the words “fielf the effects”. "got a buzz", “high”, etc.
nstead of intoxication. As a ru'e of thumb, S+ drinks in one setting, orwithin a bref penod of tme defines
“intoxication”.

U

How to ask thess questions:
= "How many days i the past 20 have you used. .7
— "How many years in your life have you regularly used... ¥

CTH-ODMS_ASIL_wi-1.doc Modiflied: 21352003 Printed: /22/20032 216 PM



ASL

DOMAIN: QS
PAGE 3 OF 14

CTP - Site 1D

Partzipant ID
_USUBJID__

Aszsessment Date: _
m m o @ Yy ¥ ¥ ¥

; QSDTG

GENERAL INFORMATION =QSSCAT

SORRES
Q G

L

G12.

QSTEST

Contact code:

i=In persan

I=Teleghare (Intake AS1must be In parsan)
Z=pAzll

M=Ehot Answerad

Special:

T=Patlzrt terminated
Z=PFatient refused

Z=pPatlznt unable o respond
M=hat Appiicshie

QSORRESU YEAR / QSORRESU=MONTH

14,

a ¥Ts. t h"lIIE

G1a.

G189,

CTHOME_AZIL_w1-1.doc

Hiow long hawve you lived at your current address?
POGAOC=Mot Answered)

Do youw have a religious preference?

1=Proszetant S=(MET (BPECTY i
I=Cathollc Emmong

J=Jewich ¥=pof Answerag

dm|glzamic

QSEVLINT=-P30D
Hawve you been in a controlled environment in the past 30
days? A place. theoretically, without access to drugs/alcchl
mhiz S=pychialnic Treament
Tm Jall E=Cither (Epecty j
J=Alcohol or Drug Treatment  X=hiof Answersd
4=tiedical Treatiment

. Howw many days? K" guestion 319 15 "Mo®. Refers to tokal

number of faye detaned In the past 30 days. (M=ot Answered)
QSEVLINT=-P30D QSORRESU=DAY

Modified: 2152003

Comments:

Data not entered

Printed: 3222002 218 P




ASL DOMAIN: QS pacE4 oF 14

TP - Sit Participant |
CTF - Ste D LEJISJ:SEID Assessment Date: f___QSDTC

———— m o m 4@ d ¥y ¥ ¥y ¥

MEDICAL STATUS -gsscaTt QSTEST

QSORRES M1. How many times in your life have you been hospitalized for
medical problems?

nciude $.00's, DUT.'6. Exciude detox, akconoldrug, and psychialnc
treatment and chilgbimh (I no complicatians). Enter the numbser of
QYETMIgNE nospltalizatons for medcal problems. (OE=NOE Answersd)

Comments:

M2 Do youw have any chronic medical problems which continue
O=Ha, 1=¥Es to imterfere with your life?
A chironic medical condrian ks 3 senous physical ar medical condiizn that
requiras regular cane, {l.e. medcation, detary restriction) prewanting full
advantzge of thelr ablIRRE. N=hat Answared)

If “Yes,” specify:

M4, Are you taking any prescribed medication on a regular basis

O=Hg, 1=¥ES for a physical problem?
Medication prescribed by & KD for medical condiions; net peychiatric Data not entered
medcines. Include medicines prascrbed whether or not the patient I1s

cumenily taking them. The Intent ks 1o verky chronic medical problems. (K=
Mot Answarad)

If “fes.” specify:

ME. Do oyouw receive a pension for a physical disability? (= Nof
O=Ha, 1=YES Answerad)
Inchuge Warkers' compensation, esciude psychiatnic disaolity.
If “es,” specify:

_  M& :;-I:e E%%§5ggﬁwu exﬁwa\ﬁegjﬁﬁﬁ:blems in

D ot Include alments directly caused by drugsfalconol. Include flu, coles
E%C. Include serous alments related o anigsiaiconol, which would coninus
evan If the patlent were absiinent (a.g., cimhosls of lver, abscessas from
nasdias, elc.]. ({=Nol Answeaneg)

For Guestions M7 & MB, please ask the patient to use the
Patient Rating scale.

M7, How troubled or b:ﬂ%é'é\éwé'ﬁa%igl?w these medical

problems in the past 30 days?
Feestrict responss 1o prodlem days of QUestion ME. (X=Not Answersd)

Mz, How important fo you pow is treatment for these meadical
problems?

Feetars to ine nead for new oF S00Tona! medizal ireatment by 1he patient
{W=Mor Answered)

COMFIDEMCE RATINGS

Iz the above information significantly distoried by

M10. Patient's misrepresantation”
O=Ma, 1=Y2E

M11. Patient's inabkility to undarstand?
D=, 1=Yes

CTHOME_ AZIL_V1-1.doc Modifled: 152003 Printed: 3222003 2:18 P



DOMAIN: QS

ASL PAGE 5 OF 14
CTP - Site ID Partizipant |D QSDTC
Assessment Date: / !
— __USUBJID_ ™ m 9 4 ¥ ¥ ¥ ¥
EMPLOYMENT/SUPPORT STATUS =QSSCAT
Q __.'___ E1. Education -:Dn;pleted? QSTEST Commeants:
& WTE. [0 hos. GED = 12 yaars. Inciude formal education anly. ROCKN=NOL ANSHErED)

QSORRESU=MONE# Training or technical education completed:

M. Formialiorganized Fraining enly. For miltary tralning, only Inciude iraining
that can be used In chillan [#2 (Le., elsctronics or compulers). (O0=hiot
QSORRES Answerd)
E4. Do you have a valid driver's license? walld llcense; no
I=ki, 1=YEs EuspendediTevoked. (M=Not Answverad)
E5S. Do you have an automobile avallable? (I apswer to 24 s “Mo”
I=ha, 1=¥es Ihen £5 must be "hg)
Cizes not require aanership, only requires avallabiity on a regular basls.
[X=Not Ansveered)
QSORRESU=YEAR / QSORRESU=MONTH
____{_  E& Howlongwas your longest full time job?
. YTE. /0. Mos. Full Hme = 35= hours weskly; does not necessanly mean most recent jab.
(HA0C=NGE Answerad)

E7. Usuwal {or last) cccupation? {specifyl:
{usE Halingshead Categores Reference Sheet) (X=Nat Answered)

ES. Does someone contribute the majonty of your support?
I-Ka, 1-Yes 15 patient recalving any ragular SUpRan Le., casn, faod, RoUsing] from
familyiriend? Inciude GPOUSE’s coninbution; excsute SUDEaN by an
Instibition. (X=hot Answerad, N=hiod Apoicabis)
QSEVLINT=-P3Y

E10. Usual employment pattern, past three years?

1 = Full tme {35+ hemwk) & = Redred/Dizability

2 = Par lime (r2gular haurs) 7 = Unemphoyed

3= Famiime (ITeg., day warg) & = In comralizd snvinonmans
£ = Sjument (X=MNot Answered)

5 = Millary Service
Answer ehould represent the malarty of e 1ast 3 years, not Just the most
_ recant selection. |f there are equd fimes for more than one calegory,
QSORRESU=DAY gzjzct nat which best represents the mare cument situaticn.
QSEVLINT=-P30D
E11. How many days wers you paid for working in the past 20

days?

Include “unger the table” work, pald slck days, and vacation.

[XO{=Rar Answeered)

Max=$33993 For questions E12-E17: How much money did you receive
from the following sources in the past 30 days?

T E12. Emgloymsant (met imcome )7 (Mal or =ake nome” pay. Includs any
“unger the table” money. ) (ROOOSNIE Answered)

. E13. Unemployment Compensation? 0000l Answered)

. E14. Welfare? (Inciude food stamps. iranspotalion meney provided by an
agency 10 g2 t0 and rom reatment.) POO000SHGE Answared)

. E15. Pensions, benefits or Social Security? (Incude dsablity,
pensians, relirement, veleran's berefils, 531 & workers' compensation. )
OO ROE Answered)

CTH-OM5_AZIL_wi-1.doc Modifisd: 91152003

Data not entered

QSEVLINT=-P30D
QSORRESU=DOLLAR
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ASL

DOMAIN: QS
FazEG OF 14

CTP - Site 1D

Partcipant ID
Azsessment Date:

USUBJID Y

QSORRES

E1i8.

E18.

E16.

Mag.sfl—r%%rnr friends? (kaney for personal expenses, (Le.
clatning). nclude unrellabie sources of Income (g.g., gambing). Record
Lasn payments only. Include windials (unespecied), money from loans,
gamibling. inhentancs, tax refurns, ete j. POGO=NAl Answered)

llegal? oooodc=not Answered)
Cash obiainad from grug seallng, siealing, fencing salen goods,

gamiling. prosstution, elo. Do Mo stempt o convert drugs =xchanged
to & dodlar value.

Heow many people depend on you for the majority of their
food, shelter, eic.?
KuBt be reguiany depending on patient, do include almonyichild suppot,

ga not Inciude the patient or sei-sUppaning spouse, e, (Ma=Not
Answereg)

How many days have you expensnced employment

problems in the past 30 days? OSEVLINT= P3OD Qs
Inciude InabliRy 1o ind waork, If they are actively looking Tor wark,

probleme with prasent job In whlch s job 15 jeopardzed. [:rc-f-r-.l-:r
Answered)

For Questions E20 & E21. ask the patient to use the Patient

Raigzese QSEVLINT=-P30D
The patients Elings In Questions E20 & E21 refer to Gueslion E19. 3irees help In
finding or preparing for a job. ot giving them a job.

E20.

E21.

How troubled or bothered have you been by these

employment problams in the past 20 days?
It the palient has been Incarceratzd or detained during the pas? 30 days,
they cannat have employment problems. X=ko! Anseered)

Heonw important o youw now, is counseling for these
employment probleams? (K=pot Answersd)

COMFIDENCE RATINGS

Is the above information significantly distorted by

E23.

I=kia, 1=YEs

E24.

I=kia, 1=YEs

CTHM-ODE_AZL_wi-1.doc

Fatient's misrepresentation?

Fatient's inabilty to understand ?

Modified: 2152003

DRRESU=DAY
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DOMAIN: QS

ASL PAGE T OF 14
CTP - Site ID Partizipant |D o QSDTC
. _USUBJID__ Assessment Date: —— ! —— ! e
DRUG/ALCOHOL USE ~OSSCAT

Route of Administration Types:

1=0ral  2=Masal

3=35moking 4=

Men-TW injecticn

: = W injection

Mote the ysus' or most recent route. For more than one route, choose the most severe. The routes are listed from least severe o most
O =hot Answersd)

sewere. |f Past 30 Days and Lifetime Use are zero, route should be coded as "M

QSEVLINT=-P30D

Substance & Ea&t 0 | LJ:;II'I‘IE c. Route Comments:
OSTEST ays (Years) of Admin.
01, Alcohol [any wss at all] __ QSORRES
D2, Alochol [fo intoxication) - -
03. Heroin __ o
0t Methadone/LAAM (prescriced) - -
Dfa. MethadoneLAAM (ilfcit] o -
03, Other Opistes/Analgesics o o
06, Barbiwales - -
07, Other SedatfvesiHypnotcsTraraulizers o o
08. Cocaine - -
09, Ameheiamires - -
M0, Cannabis - -
0M1.  Halucinogenes - -
M2, Inkalants - -
D36, Micoline (hokaccn products) o o
013, More than 1 substance per day o o
{inchuding alcohol, excluding nicotne)
QSORRES D14, Amrdir%?:.-'rtlﬁg-il;tewiewer. which substance(s] isfare the | Comments:

rmiajor problem?

nterdewer should deserming the major drug or drugs of abuse
[Exziudng Mizoing uss). Code the numbsar next bo the dnig In guestians
01-12 jcode pregeniped or et methagone 35 04", “007 = no
probiem “|57 = 3leohol & one or more drugs, 167 = more than ang
drug, but no alcchol. Ask pariicipant whan not clear. (d=hot
Answarag)

How many times have you:

Di7.

CTH-OM5_AZIL_wi-1.doc

Had Alcohol DT's? Deldum Tremens (DT's): Oecur 24-48 hours

afier 1ast drink, or significant decrease In alconol Infake. Characterzad
by shaking, severs disorientalion, *ewer, haludnations, ey usually
require medical attention. XOXSKOr Answered)

Modifisd: 91152003

Data not entered

Printed: 9222003 2-16 PR




ASL

DOMAIN: QS

PazE S COF 14

CTP - Site ID Partzipant |D

T — __USUBJID_ m

Lesessmant Date:

mi

QSORRES

Max =$99399

O=Hkig, 1=YEs

O=hia, 1=YEs

CTRODS_ASIL_vi-1

How many times in -.l::-uQ%g;%Sa-'!—re you been treated for: Incucs
detoxification, nalfway nouses. Inloutpatient counseling, and Af or MA [If 3+
me=lings winin one month period). (=kot Answared)

018,  Alcohol abuse?

Dz0. Drug abuse?

How many of these were detox only?

D21, Alcohol? 1t D1% = <00, than question D21 15 “NNT [(X=Naf
Anzwerad)

D22, Drugs? 020 =007 then quastion D22 Is “NKT (=har Answered)

How much money would you say you spent during the past

30 days om: Only count aciUal money Gpent. What Is the snansial burden
caAused Dy SrUgE/canal? OO0 Answened)

ooa P.%§%}4LINT:-P3OD QSORRESU=DOLLAR

D24, DEE,VLINT:-P3OD QSORRESU=DOLLAR

D25, How many days have you been freated in an outpatient
safting for alechol or drugs in the past 20 days? (ciude AAMA)

(XX=Not ASWErETl ) SEVLINT=-P30D  QSORRESU=DAY

For guestions D28 - D31, please ask the patient to use the

Patient Rating scale.

The Patlent Is rating the need for additicnal substance abuse freaiment. (K=hof
Answered)

How many days in the past 30 have you experienced:

DI6.  Alechel problems? gEy| INT=-P30D QSORRESU=D
How troubled or bothered have you been in the past 30 days
by these:

D28, Alcohol problems?

QSEVLINT=-P30D QSORRESU=

How important to you now is treatment for these:

D30, Alcchol problems?

How miany days in the past 30 have you experienced:

027,  Drug problems?

nclude: Craving, withdrawal symploms, disturbing effects of use, or wanting o
£20p and baing Unaiie to. (OEShar Answersd)

How troubled or bothered have you been in the past 30 days

by these:  QSEVLINT=-P30D

022, Drug problems?

QSEVLINT=-P30D

How important to youw now is treatment for these:

031, Drug problems?

CONFIDENCE RATINGS
Is the above information significantly distorted by:

034, Palient's misrepreseniation?

035, Patient's imability o understand®

AY

DAY

Comments:

Data not entered

doc Modiflied: 21352003

Printed: 922120032 2216 PM




DOMAIN: QS

ASL PAGE 9 OF 14
- Partzipant ID
CT#-Site D . AccessmentDate: __QS_DTS
_— __USUBJID _ m m @ d ¥y ¥ ¥y ¥
LEGAL STATUS =QSSCAT
QSTEST
QSORRES L1. Was this admission prompted by the criminal justice Comments:
O=Flo, 1=25 system?
Jugge, probationiparole oticer, ez, (X=hot Answered)
L2, Ars youon parcle or probation?
O=Mo. 1=25 Mote duration and level In comments. X=haf Answensd)

How many times in your life have you been arrested and charged with the

following:

includs tokal number of counts, not Jus? conviclions. Do not Include Juvenle (pre-age 18] crimes, unless
Ty Wars charged 35 a0 aduit. Inciuds fMmal charges anly. 00Ol Answersd)

LA, Shoplfting™andalism Ll Aszauk
L4, ParolefProbation Violatons LN Arson
L5 DCeugCharges "2 Rage
LB Formery 13, Homicige\Manslaughier
7. Weaopons Offense L4, Prostitution
L& BurglaryLarcemyBEE 15 Comtemet of court
L4 Fobkery e, Oiher: (seecify

L17.

Heow many of these charges resulted in convictions?

If L3-L1E="00", then L17=“HMN"_ Do not incluge misdemeanar ofensss
from questions L1E-L20 below. Convictions Include fines, probation,
Incarcerations, susp2nded sentences, and quilty pleas. (OC=Nor
Answered)

Howw miany times in your life have youw been charged with the
following:

- L18.

Lt1a
L20.

QSORRESU:MON'[ELI_

Mos.

L24.
I=Mo, 1=%es

CTH-OME_ASIL_wi-1.doc

Disordery conduct, vagrancy, public intoxication™ oot
Answerad)

Diriving while intoxicated [DWI7 (o0=haf Answered)

Major driving viclations?
Moving wiolations: speeding, reckless driving. no lieense, efe. XO0=hor
Answerad)

How many months were you incarcerated in your life?

IT Incarcarabed 2 weeks of more, round this up to 1 month. List total number
of montrs incarcerated (up 1o 92 If more than 99, code 39 and enter the
numbsrin comments. 2O0=Mof Answerag)

Ara you presenily awaiting charges, trial, or sentence? =it
Anzwerag)

Modiflied: 21352003

Data not entered

Printed: /22/20032 216 PM




ASL

DOMAIN: QS
PaZE10CF 14

CTR - Site 1D

FPartzipant ID
Assessment Date:

_USUBJID o

QSORRES

L25.

L5,

) QSTEST

What for? (Refers to L24.) Use code D3-16, 18-20. If more than one,
CNDOES MOET BEVETS.

Don't Include civll c3ses. UnieEs a ciminal ofenss |5 Involied. (O0=hiot
Answerag, NN= Mot Apnicacie)

02 = Shopltting 12 = Rape

04 = Probation violatan 12 = Homiclde

05 = Drug 14 = Prostiution

0 = Fongeny 15 = Contempt

07 = Weapans 1E = Oher

0E = Surglary 18 = Disordary conduct

05 = Robbary 19 = D4

10 = Assaun 20 = Major driving viciation

11 = Arzan

How many days in the past 20, were you detained ar

nearearatad? “ QSEVLINT=-P30D  OSORRESU=DAY
nclude belng amest2d and released on e sams day. JO0SHo Answearag)

How many days in the past 30, have you engaged inillegal

activities for profit? QSEV| INT=-P30D QSORRESU=DA
Excss simple drug posssssion. Include drug dealing, prostRution, s2Iing
siolen goods, eic. May be cross- checked with Quesiion E17 under
EmploymentFamily Suppart Sachon. (KX=Nol Answered)

For questions L28 & L293, ask the patient to use the Patient

Rating scale.

L28.

L8,

How serious do you feel your present legal problems are?
Exclude civl probiemes. (=Kot Answered)

How imporiant to you now is counseling or referral for these
egal problems?

2atient Is rating a need for gdationgl referral to legal counssl for defenss
agamel criminal charges. (=Not Answerad)

CONFIDENCE RATINGS

Is the abowe information significantly distorted by:

L31.

I=ha, 1=YES

L2

I=hia, 1=YEs

CTH-OM5_AZIL_wi-1.doc

Patient's misrepresentation?

Patient's inability to understand?

Modifisd: 91152003

Comments:

Data not entered

Printed: 9/22/2003 2-16 P4




ASL

DOMAIN: QS
PaGeE 11 OF 14

CTF - Site ID

Partcipant 1D
__USUBJID_ 0

Lesessmeant Date:

[5

/ ! _QSDTC_
Yy ¥ ¥

m d o ¥

FAMILY/SOCIAL RELATIONSHIPS =QSSCAT

QSORRES

I=Ko, 1=IndiTerent,
2=Yes

I=Ko, 1=indMferent,
2=Yes

O=kig, 1=1ES

O=kig, 1=Y'es

1=Famiy,
Z=Friands, I=Akons

I=Ko, 1=IndiTerent,
2=Tes

F1.

Fa.

Fd.

Fs.

Marital Status QSTEST

1 = Mamiad 3=Widowed 5= Dlvarcad

2= FRemarnad 4= Separaled 6 = Weyver MarTied

Common-ae mariage = 1.7 (Specty In comments) (K=hot Answenad)

Ara you satisfied with this situation? (Refers fo Quastion F1)
Satisfed = generally Iking the stuation. (W=hof Answerag)

QSEVLINT=-P3Y
Usual living arangemsents (past 3 years):
1 = Vi sexual partner & chlidran § = \With friends
2 = Vitn sexual partner alone 7 = Alone
3 = With children aiona § = Coniralled Envircrimant
4 = \With parenis 9 = Mo sfable arrangement
5 = Wth family
Choose arangements most representaiive of e past 3 years. I there s
an even spilt In ime betaesn ihase arrangements, chooss e mast recant
arangement. [X=NotAnswarsd)

Are you satisfied with these arangements?
Sefers 1o response In Qussiion F4. (W=por Answered)

Do wou live with anyone who:

Fr.

F5.

Fa.

Fi0.

Has a current alechol problem®  (X=hot Ansiered]

Uses non-prescribed drugs?  =Mof Answered)

With whom do you spend most of your free time?
T & gireendooyinend s considered a5 & tamily oy patient. than they must

refer 1o them s Tamily throughout Tis section, not & fiend. Family 16 nol to
e referred 1o as “friend.” J=iot Answerag)

Are you satisfied with spending your free time this way?
|Retzrs to Qusstion FE)

A B3lzfad response must Indizats that the persan generaly llkes the
SIUENaN. (M=Mor Answered)

Hawve vou had significant pericds in which you have experienced serious

problems getting along with: “Serious problems” mean those that endangered the

relationshpp. A “problem” reguires contach of some sort, either by telephone or in person

a. Past
30 Days

b. Life-
fime

QSEVLINT=-P30D

0= Mo, 1= Yes, (X= Not Answered, N= Not Applicable) ]

F18.
Fig.
F20.
F21.
Fx2.
FZa.
F24.
F25.
F25.

CTHODE_ASIL_Wi1-1.doc

Mother

Father

Brothers/Sisiers
Sexual ParnernSpouse
Children

Oither Significant Family (Specify

Clo=a Friends

Meighbors

Co-workers

Modifled: 152003

Comments:

Data not entered

Printed: 3222003 218 P




DOMAIN: QS

ASL PAGZE 12 OF 14
TP - Sit Participant 1D
CTF-Sie D P AssessmentDate: _QEDE:_
—— _USUBJID __ mm 4 @ Y ¥ ¥ ¥
. - 5
a.Past b Life- |o=MNo, 1= Yes (X=Not Answerad) Comments:
J Days fime | ]
STEST
QSEVLINT=-P30D pid aann:une (Guestions F18 - F28] abuse you?
QSORRES F28. Physically? jCausad you physical hamn. )
F28. Sexually? (Forced sexual advances 3.
How many days im the past 30 have you had sericus
conflicty)SEv/| INT=-P30D QSORRESU=DAY
F20.  With your family? (200= Mar Answersd)
For Questions F32 and F34. ask the patient to use the Patient
Rating scale.
How troubled or bothered have you been in the past 30 days
by these: QSEVLINT=-P30D Data not entered
F32. Family problems {X= Naf Answered)
How important to you now is treatment or counseling for
these:
F34. Family problems
Datient k5 rating nisher need for counselng for famiy probiems, nat
wnemner e family would b2 wiling to attend. (W= ot Answered)
How many days in the past 30 have you had serious
conflicts:
- (%SEVLINT_:-P30D QSORRESU=DAY
- F231. With other people (excluding family)? ()= Mot Answeregd)
For Questions F33 and F35. ask the patient to use the Patient
Rating scale.
How troubled or bothered have you been in the past 30 days
by these: QSEVLINT=-P30D
F33. Sogial problems (= Not Answered)
How important to you now is treatment or counseling for
these:
F35. Social problems
nciude palents nead o seek trealment for such soclial prodlemes 35
oneinzss, Inabllty 1 socialze, and mssatlsaeion with friends. Patent
raing should refer o mssatistaciion, conflicis, of othar Gerlous probiems.
Sxziume proolems that would be ellminated ¥ pallent had no substance
abuse. (X= Kot Answered)
COMNFIDEMCE RATING
Iz the above information significantly distoried by
F37. Patent's misrepresentation”
[=fda, 1=Yes
DeTio Toves F25. Patient's inability to undarstand?

CTHM-O01E_ASIL_vi-1.doc Modifled: 2152003

Printed: 3222003 218 PR




DOMAIN: QS

ASL USUBJID PasE130F 14
TP - Sit Parteipant 10
crE-sml artelpant BssessmentDate: _Q_SEC_
— —— —_— m m i o T
PSYCHIATRIC STATUS=QSSCAT
QSTEST
How many times have you been treated for any psychological | Comments:

QSORRES

I=Ko, 1=es

a.Past b Life-
30 Days  fime
QSEVLINT=-P30D

or emotional problems:

Do not Inciude subsiance abuse, employment, or Tamily counsaling. Treatment
eplsode = 3 serles of mare o less continuows visits or Ireatment days, not the
numbser of wislts or treaiment days. Enter dlagnasls In comments IF knowT.

P1.  Ina Hospital or inpatient setting?  (800= Mot Answerad)

P2, Qutpstientiprivate patient? (0= Nof Answersd)

P3. Do you receive a pension for a psychiatric disability? (=mor
Answenad)

Have you had a significant peried of time [that was not a

direct result of alccholidrug use) in which you have:

0=Mo, 1=Yes, (X= Not Answered)

P4, Experienced serious depression-sadness, hopelessness,
oss of inferest, difficulty with daily function?

PE. Experienced sericus anxistytension-uptight. unreasanably
worried, inability fo feel relaxed?

PE. Experienced hallucinations-saw things or heard wvoices that
ather people did not ses or hear?

P7. Experienced frouble understanding, concentrating. or
remembering ?

For questions P8-P10, patient could hawve been under the
influence of alcohol/drugs.

P2. Experienced frouble controlling vislent behavior including
episodes of rage, or viclence? (Pallert can be under the Inftusnce of
dlzohal/onigs. )

PG, Experienced sericus thoughts of suicide? Patient sedously
cansidered a plan for taking hisher e

P10, Attempled suicide? [Include achual suicizal gestures or atlemps.)

Fi11. Been prescribed medication for any psychological or
ematicnal problems? (Prescribed for the patient by MD. Record “Yes"
I 3 medication was prescrived even i the patient ks not laking IL)

P12, How many days in the past 30 hawve you experienced these

psychological or emotional problems? (This refers to probiems
noted In Cusstions P9-PA0.) (K= Mot Answered)

QSEVLINT=-P30D QSORRESU=DAY

CTH-OMS_AZL_wi-1.doc Modified: 21152003

Data not entered

Printed: 9222003 218 P




DOMAIN: QS

ASL PAGE 14 OF 14
TE _ T, Participant |
CTF-Sie D P AssessmentDate: _QSBTS_
—_— _USUBJID _ m m d a ¥ ¥ ¥ ¥
For Question P13 & P14, ask the patient to use the Patient Comments:

Rating scale.

QSORRES P13

QSEVLINT=-P30D
Pia.

QSTEST
Hiorw much have you been troubled or bothered by these

peycholegical or emotional problems in the past 30 days?
[Patient should be rating the proolem days from Quastion P12

(= kot Answerad)

How important to you now is freatment for these
peychological or emational problems?

(= Not Answerag)

CONFIDENCE RATING

Is the above information significantly distorted Dy:

P22
J=Ha, 1=7es

O=Ha, 1=res Pz3.

CTHODE_ASIL_Wi1-1.doc

Fatient's misreprasentation?

Patient's inability to understand?

Modifled: 152003

Data not entered

Printed: 3222003 218 P




DOMAIN: QS

ADDENDUM TO ASI-LITE (ADD)  QSCAT=ASI ADDENDUM FOR WOMEN PAGE 1 OF 4
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: __ __
B —— STUDY Visit: EPOCH
CTP-SITEID: - icircle angl VISITNUM Baseline
PARTICIPANT ID:  _USUBJID
AssessmentDate: [ [ QSDTC mmiog sTAaFFID: _ QSEVAL
1=CRF Administzred A=Nat enaugh tme 1o Administer
FORM COMPLETION STATUS Z=Farticipant refused S=ko Partizipant Contac
2=3Z3al Wamber did not Asminisher E={ither
{Independent Assessor Completed)
A When did you first enroll in a treatment program at this elinie? 07+ (immwdddfyyyl
Yes No MA Recruitment/Screening Sources
Are you currently under pressure to come to or stay in treatment from the following
1 0 -4 1a. An employer, schocl, or fraining program
1 0 -4 k. our [awyer
i a -G i [ 8 A court. parzle, or probation officer, or other part of the criminal justce system
i a -4 1d. A housing or other community agency
i i -4 1e. Your church or close friend
1 a0 -4 1t Your spouse, partner, or family
i a -G ig. Depariment of Children and Family Serices [Child Protection Services apency]
i a -4 ih. Cither source (If yes, spacify Delow In guesnion i)
1i. Cither source (specify)
Yes No MA Reproductive Health Questions.
2 When you first started having your period, how old were you?
0 -4 3 Hawe you ever been pregnant? {if no or nor answersd, Skip 1o guesdon 133, If yes, conunue
Wit QuesTion 4.
4 Howw old were you when you becarme pregnant for the first time?
& Howw cld were you when you becarme pregnant for the last tmeimost recent tme?
& Howw miany times have you been pregnant?
0 -4 Ta. Were any babies born alive but [ater died? (I yes. a5k quasTion Th. ¥ no ar noT answersd, skip
o0 GuesTian &a.)
___ Th If yes, how many?
0 -4 Ba. Hawe you had any abortions? (I yes, ask question &b, ITno or nor answered, sKip 10 gUesnion
ga)
___ BEb If yes, how many?
0 -8 Ba. Have you had any miscarriages? (i yes, a5k quesmon Sb. i no or nor answered, SR 10
gquesHon 108,)
___ Bhb If yes. how many?
0 -G 10a. Did you ever have a stillbirth? (IF yes, ask question 7100, ¥ N or NO7 aNSWered, SHID 10 GUasTON
113,
_ __  10ob. If wes. how many?
0 -0 11a Were any babies born premiaturely and sureived? (¥f yes, a5k quasmon 170, IF e or noT

ancwerad, SKIP 10 qUESTIOn 123.)
CTH-0015_Addendum_vi-3.doc Miodified: 91772003 Printed: /2272003 2:31 PM



DOMAIN: QS

ADD PAGE 2 OF 4
TP - Sit Participant ID
CTF-Sk=lD Ejrslﬁgj]m AssesementDate: _ f  f _QEDLC_
I m m d d ¥ N Yy %

Yes L [+] HA

QSORRES | 1ib.
i 1 -4 12a.

_ 12b.
i ¥ g 13a.
i 1 -4 13b.

14a.
T4k
14
14d.
14e
14f.

14g.

i ] ] i i ]
[ S R R = ]

15.
i 0 - 16a.

16k,

16z
16d.

1Ta.
17k
17e
17d.
1Te.
17E
17g.
1Th.
1 17i.

1 8 AT
CTMAID1S_Addencum_vi-3.doc

—_

[ R e Y e Y e Y o (Y o Y e [ o (Y s R s |
i ] ] i i ] ] i i
Lo R = R = R = = ' Y Y B |

Reproductive Health Questions [continued)
QSTEST

Did yzu use amy drugs during any pregnancies (does not inchude prescribed medication, e.g.,
methadone|? (i yes, 35k guesmon 120, If RO or NOT ANSWEred, sKIp o guesTion 13a)

If yes, how many?

Was it during all of the pregnancies or some of the pregnancies?
F—y
2 = Zome of e pragnancies

Hawe you gene through mencpause (or already experienced the change of He)? (If no or not
answered, sk QuesTion T3b. IF yes, KD 10 Question 14a8.]

If nz. are you currenily in menopause?
Legal

Do you have any legal problems involving your family (i.e_, the members of your
household), such as__.7

Farnily or juvenile court?

Child custody inwoling DHS?

Dinvorea?

Domestic viclence?

Depariment of immigration?

Cither (If yes, specify below in guesmion 14g.)
Cither (specify):
Family/Social

Hawe you ever been homeless or not had a permanent place to lve?

Do you hawe any children lving with you? (I yes, ask quastons 180 thrw 17, IF po or not
answerad, skip 10 question 183.)

Hawe your children usually been living with you in the past three years?

1= Yes, al QSEVLINT=-P3Y

2 = Y&E, s0me
3= Mo, none

How miany children lve in your household?

Heow many of those are your biological children?

Is there anyone who helps you on a regular basis to take care of your children who are
living with you {e_g., babysitting, preparing meals, feeding kids, bathing, dressing
children)?

{Circls 68 oF No for each fmam.)

Child's biclogical maother?

Child's biclogical father?

Child's steprnother?

Child's stepfather?

Foster mother?

Foster father?

Child's brotherfsister?

Clients sex parinerfspouse?

Child's grandmather?

Child's grandfather?

hodified: 9M17/2003 Printeg: 3/22/2003 2:31 PM




DOMAIN: QS

ADD PAGE 3 OF 4
CTF -Site D Pijnisuggjlg AssessmentDate: ___ f/ ___ f QSDTC
S — m_m d d . B |
Yes Mo NA FamilyiSocial (continued)
1 0 -8 17k Client's GMIGF? QSTEST
1 QSO%RES -0 17l Crther significant family?
1 a -G 1fm.  Close friends?
1 ad -4 17n. Meighbors?
1 ad -4 17o. Crther clients?
1 a -G 17p. Cither? I yes, spacily below in guesdon 17g.)
17g. Crther [speciy):
Yes Mo A
1 ad -4 18a. As an adult, ower the age of 18, has anyone used physical violence [such as being slapped.
pushed. hit or punched) or the threat of physical viclence aganst you? [F yas, ask guestons
180-187. I N0 or noT answared, SKID I0 GUasToN T8a.)
If yes, how was this person related to you:
1 a -G 18k. Spouse 7
1 a0 -8 18c. Crther farnily member?
1 i - 184d. Pariner/signifizant other?
1 a -G 1Be. Stranger?
1 a -G 18f. Did you receive medical treatment for any injuries as a result of physical violence against you?
Yes [ NA
1 a -4 18a. As an adult, has amyone used sexual violence (forcing you to do anything sexua’) or the threat
of sexual wiolence against you? (f yes, ask quasmons 18b-181 i no or nar answered, Skip 1o
guestion 20a)
If yes, how was this person related to you:
1 ad -4 18k, Spouse?
1 a0 -8 18z Crther farnily member?
1 a -G 184, Partner'significant other?
1 a -G 1Be. Stranger?
1 a0 -8 1Ef. Oid you receive medical treatment for any injuries as a result of sexual viclence aganst you?
Yes Mo NA
1 a -G 20a. When you were a child (under the age of 18], did anyone ever uss physica! violence (like doing
something on purpose that gave you bruises, broke bones or made you bieed) or the threat of
viclence against you? (iF yas, a5k questions 200-30F i no or not answerad, Skip 1o guestion 21a.)
If yes, how was this person related to you:
1 a -G 20k Parent?
1 a -G 20e. Crther farmily memiber?
1 a0 - 20d. FPariner/signifizant cther?
1 a -4 20e, Stranger?

CTHRAI0MS_Addenoum_vi-3 doc

Modified: 9M17/2003 Printag: 8/2220032 2:31 PM




ADD DOMAIN: QS paze 4 oF 4
CTP - Site ID Participant ID
Assessment Date; ! { QSDTC
—_— USUBJID W EE v v v v
Yes No HA QSTEST

i a -4 20f.
QSORRES
Yes [ [+] NHA

i a -4 21a.
1 0 -4 21b.
1 a -4 2c.
1 0 -4 21d.
1 a -4 21e.
1 0 -4 21

___

___

M

___ 25

26.

CTM-OD1E_Addenoum_vi-3.d0s

Did you receive medical freatment for any injuries as a result of physical violence against you?

When you were a child (under the age of 13], were you ever the victim of sexual abuse or
sexual assault or engaged in any sexual activity against your will. ke somecne touching you

sexually or making you do sexual things that you did not want, 217 (I yes, ask guesnions 21b-
21 if o Or NoT aNEWersd, Skip 10 guesTon 22 )

If yes, how was this person related to you:

Parent?

Crther family member?

Partner'signifizant other?

Stranger?

Did you receive medical freatment for any injuries as a result of sexual vislence against you?

Cwerall Health

Flease rate your curment health status in general:
1 = Excaliant
2 = 200
3 = Falr
4 = Poor
5 = \iEry poar
-0 = Mot answered

Please tell me how much you agree or disagree with the following statements:

| am sormewhar il
1 = Strangly agres
2 = Zomewhal agree
3 = Meltner agree nar disagrae
4 = Somewhat disagres
£ = Srrongly disagree
-0 = Mot answered

| am as healthy as anybody | know.
1 = Ztrangly agras
1 = Zomewhal agree
3 = Melther agree nor disagrae
4 = Zomawhat disagres
5 = Sfrongly disagrae
-0 = kot answered

ly health is excallent.
1 = Ztrangly agras
I = Zomewhal agree
3 = Melther agree nor disagrae
4 = Somewhat disagres
5 = Srongly disagrae
-0 = ot answered

| hawve been feeling bad |ately.
1 = Sirongly agras
2 = Somewhat agree
3 = Meltner agree nar disagree
4 = Somiewhat disagres
= = Sirongly disagree
-0 = Ml answened

kadned: 21772003 Printag: 322/2003 2:31 P
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RES QSCAT=RISK BEHAVIOR SURVEY (RBS)

DOMAIN: QS

FAREZ2 OF 3
CTP - Site ID Partizipant |D
MssessmentDate: _ f _  f __QSDTC
_— _UEJE“)_ m m d d L I

B.

DRUG INJECTION (if no injeciion sce'in pam 30 days sy 15 Section C)

QSTEST QSEVLINT=-P30D
1. Imthe last 30 days, how many times (# of injections) did you inject using works {needla/syringas)
that you know had been used by somebody else?
QSORRES {IF 000, then skip To B3]

2. Ofthe times you injected after someone, how many fimes did you clean the waorks with full-strength
oleach? (Number cannor excasd 1ol number of imes vsed afver a Mend (g811)

3. How many times in the last 30 days did you use a cooker/'cottoniiinse water that had besn used by
another injector?

4. How many times in the last 30 days did you foo drugs with another person, then spht the drug
salution (through use of the same cooker'spoon or through front or back loading1?

C. SEXUAL ACTIVITY QSSCAT=SEXUAL ACTIVITY
Mow I'm going to ask you some questions about sex. I'm referming here fo anybody you've had sex with in the
last 30 days.

{IF NONE ENTER 000 AND THE QUESTIONMNAIRE I3 COMPLETED)

1. Dwring the last 30 days, with how many people did you have vaginal, oral or anal sex?

2. How many of your pariners wers female? (Number cannot excesd roral number of paopls (gti))
3. How many of your pariners were male? [Number cannoT axcesd 1oral number of people [gC1))

Please use the following coding for frequency of sexual events and condomibarnier use.

D.

Freguency scale: Condom/Barrier use scale:
Onece or imegularly 01 Wewer 1]
Less than once a week 02 Lezss than half the tme 1
About once 3 wesk 03 Alout haf the tims 2
248 tmes a week o4 More than ha'f the time 2
About once a day 05 Always 4
2-2tmes a day 1] Dion't knowiunsure 2
4 or more times 3 day or Refused 7
Don't knoweunsure el

Refused T

- 4. Interviewer: Code gender of respondent (1=Male, 2=Femals, 2=0on't Know)

(I Wale, compiera sections 0, E, F, G & )
{If Femala, compiere secions 0, &, H, & 1)

(i DonT Know, ask ALL sex'gendar specific gusstons and allow clisnt o answer as they ke,
Ask Male/Female Clients who Waa Feinatd/ Parbrd T — CLIENT WITH FEMALE PARTNER

__1la How many women performed oral sex (“went down™) on you?
(i 000, than skip 10 question 2. Number cannor sxceed rom@l numbar of female partners (gC2))

1.k How often did your pariner|s) perform cral sax ("go down™) on you? (Lise regquency scake)

1.z  How often did you use condomsidental dams when your parinern|s) perform oral sex [Cwent
down™) on you? [Use candgmebanier use scais)
__2a How many women did you perform oral sex ("go down”) on?
(I D00, Then skip 10 NEXT S8CTION appropnane for the sex of this cifent. Numbser cannor excead toral number of famalke
parmers (gL 2)
2b  How often did you perform oral sex ("go down™) on your partner(s)? (Lise fregquency scale)
2. How often did you use condoms/dental dams when you performed oral sex ["went down™) on
your partner{s)? jUse congombarmiar Use 5c3ie)

CTH-0015_Risk_Behavior_Surey_v1-1.d0o0c Kodified: 8152003 Printed: 3/22/2003 2-13 PR



RES

QSCAT=RISK BEHAVIOR SURVEY DOMAIN: QS

CTP - Site 1D Partcipant 1D _
) USUBJID Assessment Date: ___ I _QsSDTC___

- - __USUBJID mm a4 ¥ ¥ ¥ ¥

E

Frequsncy scale: CondomiBarrier use s
Cnce or imegularly Never

Less than once a week Less than half the tme
About once 3 week Sbout ha'f the times

2-C tmes a week Yore than ha'f the tims
Alpout once a day Always

2-2 tmes a day Don't knowiunsure

4 gr more times 3 day Refused

Dion't know/unsure r."r.‘

o

SHEREEESE
PN P

Refused 77T QSSCAT=SEXUAL ACTIVITY — MALE CLIENT WITH FEMALE PARTNER
Ask Male Clients who had Female Pariners: QSEVLINT=-P30D

F.

1.a How many women did you have vaginal sex with? QSTEST

{¥F @00, rhen skip T0 question 2a. MumAsr cannar excasd Toml numbar of femals parners [go2)
QSORRES  1b How often did you have vaginal sex? (Use requency scale)

1.e  How often did you use a condom? (Uise condombamen Use 563ie)

2a How many women did you have (inserive) anal sex with?
(000, then skip 10 NexT S8cTION appropnare for The sex of this cifent. Numbar cannor axcead toTal number of fanalke
parmers [gC2j)
20k  How often did you have (insertive) anal sex? (Lise regquency scaie)
24 How often did you use a condom? (Use condomhaimer ise 565

G.

Ask Male Clients who had Male Partners: QSSCAT= SEIXBALQCT'V'TXH .
1.a How many men did you have (insertive) anal ﬁexl\aﬁ\l'll_"F CHENT WITHMALE PART
{000, then skip 1o NexT S8cTION appropnare for The sex of this cifent. Numbar cannor axcead toral numbsr of maie
panmers (gC3))
1k How oftzn did you have (insertive) anal sex? (Lise requency scaie)
1.e How often did you use a condom? (Use condomdbamer use sc5ie)

Ask Male/Female Clients who had Male Partners QSSCAT=SEXUAL ACTIVITY

=0
CR

H.

= L,LII:I I WITH MALE FPARTNER
1.a How many men performed oral sex (“went down”) dn \L’

(i 000, then SKig 10 QUEsTIoN 23, Number cannor excasd 10ial numbar ur male parmars (gl
o 1.k How often did your partnens) perform oral sex ("go down”™) on you? (Lss fregquency scaie)

1z How often did you use condoms/denial dams when your parinen|s) perfom oral sex (Twent
down™) on you? (Use condomibanrer use so3is)

2a How many men did you perform oral sex ("go down”) on?

{000, then skip 10 NexT secTion appropnane for the sex of this ciient. Numbar cannor excead roral number of male

parmers (gC3))

o 2k How often did you perform aral sex {"go down™) on your partnens)? [Lss fregquency scais)

2 How often did you use condoms/denial dams when you performed oral sex ("went down") on
your pariner(s)? (Uise condomarmer ise scaiel

Ask Female Clients who had Male Pariners:; OSSCAT=SEXLJAl ACTIVITY

______ la  Howmany men did you have vaginal sex wiBEMALE CLIENT WITH MALE PARTNER

fﬂ'ﬂﬂl rhein Ek'l'p I MexT SacTIon aponniaie far the sex of ths ciient Number cannoT axceed 1oTal number of male
parmers [gC3))

1.k How often did you have vaginal sex? [Uss reguency scaiel
1.e  How often did you use a condom? (Uise condombamen Use 563ie)
Ask Male/Female Clients who had Male Partners QSSCAT=SEXUAL ACTIMTY

e 11a How many men did you have (receptive) anal 5&; EENT WITH MALE PARTNER
(¥ 000, end quasTonnaire. Numbar cannor excead ol number of male parmers (§C3))

1k How often did you have (receplive) anal sex? (Uss frequency sca)
1.e  How often did you use a condom? (Use condombamer use 5caie) v

CTHM-0015_Risk_Behawior_Suney vi-1.00c Modifisd: 21572003 Printed: /222003 2:13 PR
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STUDYID TUCAT= FOLLOW-UP

DOMAIN: TU
NoON-STUDY MEDICAL SERVICES - FOLLOW-UP (NSMF) PAGE 1 OF 1
Women’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: ____
MODE:
CTE-SITE ID: i ETL!-,E:L-:;.T:. IMonth FUP  6-Month FUE  12-Month FUP
T eimue ' o EPOCH VISITNUM
PARTICIPANTID: _ USUBJID
Assessment Date: _ f | TUETi_r.T.m.-' a0 ¢ W) STAFFID: _ __  _ __
1=CRF Adminiszred 4=Mct enough time to Administsr
_ FORM COMPLETION STATUS 2=Participant resused Smpz Participant Contact
J=Zal" Member did not Administer E=Cther
{Independent Assessor Completed)
TUTEST/ TUTESTCD
A When did the participant last complete this form? ¥ _ I_TLEER_E%M-UWMRI

We'd like you to answer these questions for the medical services you've received including those that are
part of this outpatient program (but excluding those associated with this study).

Yes Mo In the past 30 days, have you... TUEVLINT=-P30D
TUTEST/ TUTESTCD
1 a 1a. Seen atherapist, that is a psychiatrist, psychologist, counsslor, or social worker for drug.
y el r oo i - = o E (g T 1 "
TUORRES T:Sg)c;gcégsval' or emoticnal problems? (Ifne or nor answerad, than sKip oo Question Ja, below)
b, " T (i YEZI, how many times did you see a psychiairist or psychologist?
fe. | (I YESI, how many times did you s=e a counselor or secial worksr?
1 d 2a. Visited a medical office, not including your therapist? (Include all visits o & physician, nurse, or
nurse practitioner, or physician’'s assisiant) {if no or nor answerad, en SKD 0 guUesDon 32, balow)
2B (I YES], how many visits to a medical office have you had?
e (I YESZ], how many of these visits did you see a doctor?
1 a 3a. Been admitted into a residential program fo detoxify or for other servicas? [(iF no or nor answersd,
then SKID 10 QUSSTION 43, baiow)
3. __ (I YEZI, how many admissions?
e (I ¥ESI, how many nighis for all stays?
1 d 43. Been admitted into a hospital to detoxify? {if no or nor answerad, then Skig 10 guesdon 53, below)
b, (I ¥EXSI, how many admissions?
4. (i YESI, how many nighis for all stays?
i a fa. Been admitted to the hospital for any other reason? (Ifno or noT answarsd, Then SKID 10 QUBSTIoN 83,
B
Ak __ (If YEZI, how many times were you admitted?
T (If at least once), how many nights for all stays?
1 a Ga.  Wisited an emergency room and not been admitted to the hospital? (Ifne or nor answered, than skip
10 gueston Ta, below)
8. (i YES), how many times did you visit the emergency room?
1 a Ta. Aftended any 12-step or self — help meetings? (i no or nor answered, then and intervisw)
e (i YESI, how many times did you attend 12-step or s2lf — help mestings?

CTH-001E_Mon-Zudy Medcal Sendces-Follow-up_v1-2.00c Modilied: 10722720032 Printed: 1072372003 4:53 PM




STUDYID DOMAIN: QS

BRIEF SYMPTOM INVENTORY (BSI) =0scAT PAGE 10F 3
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: __ __
HODE: o Baseline VISITNUM
STUDY Visit: L
CTP-SITEID: - icircie |I:|E|'|IE-_.' -k FUP I-Month FUP EPOCH
PARTICIPANTID: ____USUBJID. g-Month FUP  12-Menth FUP
AssessmentDate: [/ _QSEC_ {mm s o ) sTAFFID: ___ QSEVAL
1=CRF Administered A=Hot enaugh time 1o Aominister
__ FORM COMPLETION STATUS I=Fariizipant refused S=to Paricipant Contact
J=S1alt Mamber did not Administer g=Oithar

[Ind=pendent Asseasor Complseted)

INSTRUCTIONS: On the next pages iz a list of problems people sometimes have. Flease read each one
carefully, and circle the number that best describes HOW MUCH THAT PROBLEM HAS DISTRESSED OR
BOTHERED ¥YOU DURING THE PAST 7 DAYS INCLUDING TODAY. Circle only ong number for each
protxlem and do not 2kip any items. If you change your mind, cross out the incorrect circle with an 2" and
circle the correct response. Read the example before beginning, and if you have any guestions please ask
them now.

= -

= % T o 2

EXAMPLE = < E m £

QSTEST s = 2 £ §

# | How much were you distressed by: = T = O w

1 | Bodyaches ) 1 2 ) 4
QSORRES

Copynght: © 1975 LEOMARD B DERCHGATIS, PhoD. All rights reserved. Published and distributed exclusively by NCS Pearson,
Ing. Printed in the United States of Amerca. "BEI is 3 registered frademark of Leonard B, Derogatis, Ph.D
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DOMAIN: QS

BSl TQSCAT PAGE 2 OF 3
CTF-Sie D rarticipant [0 Assessment Date; ! QSbTC
S ___USUBIID T wm @ d VY
QSORRES .
s = § F 3
z r B 5 -
,, = z & g
QSTEST - - k: =
# | How much were you distressed by: = < = 8 i
1 | Hervousness or shakiness inside a 1 2 | 4
2 | Faininess or dizziness a 1 2 3 4
3 | The idea that someone else can controd your thoughts a 1 2 3 4
4 | Feseling others are 1o blame for most of your froubles a 1 2 3 4
5 | Trouble remembering things a 1 2 3 4
G | Feeling easily annoyed or imtated d 1 2 3 4
7 | Pains in heart or chest a 1 2 3 4
2 | Feeling afraid in open spaces or on the streets d 1 2 3 4
2 | Thoughts of ending your kfe LI 1 2 3 4
10 | Fesling that most people cannot be trusted a 1 2 3 4
11 | Poor appetite 0 1 2 3 4
12 | Being swddenly scared far no reasan a 1 2 3 4
13 | Temper cutbursts that you could not control a 1 2 3 4
14 | Fesling lanely even whan you are with people a 1 2 3 4
15 | Feeling blocked in getting things done a 1 2 3 4
16 | Fesling lonely d 1 2 3 4
17 | Fesling blue L] 1 2 3 4
12 | Feseling no inferest in things d 1 2 3 4
12 | Fesling fearful a 1 2 | 4
20 | Wour feelings being easily hurt d 1 2 3 4
21 | Feseling that people are unfriendly or dislike you 0 1 2 3 4
22 | Fesling infericr to others QSEVLINT=-P7D 2 3 4
23 | Mausea or upset stomach u 1 2 3 4
24 | Fesling that you are watched or talked about by others 0 1 2 3 4
25 | Trouble falling asleep a 1 2 3 4
26 | Hawving to check and double-check what you do d 1 2 3 4
27 | Difficulty making decisions L] 1 2 3 4
28 | Fesling afraid to travel on buses, subways, or trains d 1 2 3 4
29 | Trouble getting your breath LI 1 2 3 4
30 | Hot or cold spells d 1 2 3 4
3 Having to avoid certain things, places. or activities because o 1 2 3 4
they frightemn you

32 | Your mind going blank a 1 2 3 4
33 | Mumbness or fingling in parts of your body _/ a 1 2 3 4

CTH-001 E_Briefl_Symptom_Ireeniory_W1-3.00¢ Modfed: 10722003 Printed: 107872003 12:03 PM




DOMAIN: QS

BSl ~QSCAT PAGE3OF 3
TR -Sie D Paricipant [T AssessmentDate: _Q_SEC_
- ___USUBJID. m m d d ¥y ¥ ¥ ¥
QSORRES > -

= ;] = - =

= 2 5 3 2

QSTEST .E E 3 p- g

# | How much were you distressed by = < = 3 i

34 | The idea that you should be punished for your sins 1 2 3 4

25 | Feeling hopeless about the future 0 1 2 3 4

25 | Trouble concentrating 0 1 2 3 4

AT | Feeling weak in parts of your body 0 1 2 3 4

38 | Feeling tense or keyed up 0 1 2 3 4

28 | Thoughts of death or dying 0 1 2 3 4

40 | Having urges to beat, injure, or harm someone 0 1 2 3 4

41 | Having urges to break or smash things 0 1 2 3 4

42 | Fesling wery self-conscious with others n 1 2 3 4

43 | Feeling uneasy in crowds, such as shepping or at a movie QSEVLINT=-P7D 2 3 4

44 | Mever fegling close to another person 0 1 2 3 4

45 | Spells of terror or panic 0 1 2 3 4

Zetting into frequent argumeants 0 1 2 3 4

47 | Fesling nervous when you are left alone 0 1 2 3 4

Crthers not giving you proper credit fior youwr achievemsents 0 1 2 3 4

48 | Feeling so restless you couldn't sit still 0 1 2 3 4

50 | Feelings of worthlessness 0 1 2 3 4

£1 | Feeling that people will take advaniage of you if you let 0 1 2 3 4
them

52 | Feelings of guilt ) 1 3 4

3 | The idea that something is wrong with your mind 0 1 2 3 4

CTH-00S_Brel_Sympbom_Imveniory_v1-3.00¢ Modiflied: 107272003 Printed: 107872003 12:03 PM



DOMAIN: QS

STUDYID
POST-TRAUMATIC SYMPTOM SELF REPORT (PSSR) =QSCAT PAGE 10F 1
Waomen's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _ __
MODE: Saszeline  Wiivl Wkt  Wk2wl W2
— SLU_ DY Whdvl  WBWZ  Wedul W2 WkSv1  WkSw2
cTPsITEID: - e Wiew!  Whkiv2 1-WkFUP  3-Manith FUP
BPARTICIPANT ID: USUBJID EPOCH &Month FUP  12-Month FUF - VISITNUM
AssessmentDate: _ f | OSDTC  jmms oo /vy STAFF ID:__QsEli_
1=CRF Adminisszrad d4=hiat 2naugh Sme to Administar
FORM COMPLETION STATUS I=Pariizipant refused S=hig Parficipant Contact
— F=Siat Memiber did not Administsr E=Ctnar

({Ressarch Assistant/Independent Assessor Completed)
THESE GUESTIONS REFER TO ¥OUR TRAUMATIC EVENT(S).

This scale measures the frequency and severty of symploms since your last visit.* For each symptom, please indicate
the FREGQUENCY and SEVERITY by entering the appropriate code from the table below. If 3 sympiom did not occur at
all (Frequency=1) during the assessment period, then code the Severity as 'not at all’ (code 1)

“For the Baseline and Follow-Up assessments, the participant shouwld consider her symproms in the past 7 days. During the
Treatmen: Phase of the study, she should consider the symproms since her last visic

FREQUEMCY SCALE: ‘SE".-'ER”"'I' SCALE: FOR BASELINE AND FOLLOWUEP:
e e e ol QSEVLINT = -P7D FOR ALL VARIABLES
[3=2-4 tmes per weskiHar ihe tme A=kioneralely
k=5 or maore tmes per weskiAmost always  [4=0uite aoit
EmEetremily {a) (b)
QSTEST FREQUENCY  SEVERITY
1 | Having upseting thoughts or mages about the trauma that came into your head when you didn't QSORRES
want thern o _— e

%]

Hawing bad drzams or nightmares about the frauma.

3 | Reliving the frauma, acting or feeling as if it was happening again. _ _
4 | Feeling ernaticnally upset when you wers remnded of the trauma (for examg’e, feeling scarsd,

angry, sad, guity, stc.).  — __
5 | Trying mot to think abouwt, talk about, or have feelings about the trauma. _ _
& | Trying to aveid activities. peonde, or places that remind you of the trauma. - -
T | Mot being able to remember an important part of the trauma. _ -
& | Hawing less much less interes: or participating much lzss offen m important activiies. - -
2 | Feeling distant or cut off from people around you.

Feeling emotionaly numb (for example, being unable fo cry or unable to have loving feelings]

11 | Feeling as if futurs plans or hooss will not come tree (for example, Wi have no career, mamags,
children, or kong life). — -

.
[

Hawing trouble falling or staying asleep.
13 | Feeling mitable or hawing fis of anger.

Hawing troub’s concentrating (for examp's, dnftng in and out of conversations, losing frack of 2
story on televisicn, forgetiing what you read). _ _

13 | Being over-alert (for examgds, checking io see who is around you, being uncomforiable with your
back to the door, et — -

18 | Being jumpy cr easly starled (for example. when somecne walks up behind you).

17 | Experiencing PHYSICAL reactions when you wenz reminded of the trauma (for example, breaking
out in & sweat, heart beatng fast). _— _

CTHA00 S_Poettraumatic_Symptom_Seil_Repor_vi-3.doc Modifled: 10062003 2rinfed 10782002 12:02 P




SuBsTANCE USE INVENTORY (SUI) =QSCAT STUDYID DOMAIN: QS PAGE 1 OF 3

Waomen's Treatment For Trauma And Substance Use Disorders:

NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: __ __

HODE: Baseline Wkivl Whkiv2 Wk2vl Wk2Z2
STUDY Visit: W1 WEINZ  Whavl  Whae2  WkSe1  WkS2

CTPSITED: | __ - (circle one) WiBwl  WKSW2  1WKFUP  2Montn FUP
PARTICIPANT ID: __ _USUBJID Epocy SMenth FUP  12-Month FURVISITNUM
AssessmentDate: [/ [ _ _QSDTC mm/gd ypyyl STAFFID: ___ QSEVAL___
1=CRF Adminisbened Smijort enougn fime o Administer
FORM COMPLETION STATUS I=Farticlpant refused =Moo Farkcipant Coract
— 3=3tall Member did not Adminlster = Ciihar

{Ressarch Azsistant/independent Azsessor Completed)
FOR BASELINE AND FOLLOWUP:

[RAGA will complers Q1) QSEVLINT = -P7D FOR ALL VARIABLES
1. When did the participant last complets this form? ___ ¢ OBORRES
mmvaa Yy

(For baseling and foliow-UD SE5LSSMBNIS, lBave Quaston T Diank and ask the parucipant 1o evaliam har
SUBSsIENeE Use I the DasT 7 days. For reanmant phasa a55855mMents, the parmicipant should evaiuane her
Subsanee yse bervesn the day before the curment day, and e dare of her 381 VIS, Indicamed 0 QuasTion

i)
ALCOHOL USE
=QSSCAT
QSO@E_S 2a. Mumber of days on which alcohol was usad [If 0 or nor answenad, SKip @ G.20;

2. Average number of drinks per day QSORRESU=DAYS

2e. Maximum dollar value of alcohol used in one day

QSORRESU=DOLLARS

(Answer 0.2d and Q.2e, even if there is no alcohol use arall)

I : Mumber of days on which urge, desire or craving for alcohol occurrec| QSORRESU=DAYS
_ 2e How strong was the urge? How hard was it 1o resist?

0 = None
1 = Mild urges, easily resisted
2 = Moderale urges, requiring efort to resist
3 = Strong urges to use, difficult to resist
4 = Severs, usually impossible to resist urges to use

COCAINE USE

=QSSCAT
g Mumber of days on which cocaine was used (0 or nor answerad, skip 1o Q. 38
- : QSORRESU=DAYS
Average dellar value of cocaine used per day
el QSORRESU=DOLLARS
T Maximum dollar value of cocaine usad in one day
e : QSORRESU=DOLLARS
—— 34  Principal route of cocaine use:
1= Cral
2= Inhaled
3 = Smoked (freebase/crack)
4 = Mon-1.W. injection
=1\
§ = Orher
[(Answer 0.3e and Q.3 even if there is no cocaine use at all)
s Mumber of days on which urge, desire or craving for cocaine gocumed

i ’ QSORRESU=DAYS

CTH-OME_Subslance_Uss_Ineentory vi-3.000 Modified: 10722003 Arimed: 1062003 12:02 P



sUI =QSCAT

STUDYID DOMAIN: QS

PAZE2OF 3

CTR - Site 1D

Participant ID
Assessment Date: |

__USUBJID T

QSORRES

4h
S ——
44

4f.

MARIJUANA USE
Ba.

CTM-OD15_Substance_Use_Inventory_vi-3.doo

HEROIN USE
da.

Sb
5.
5d

QSTEST
How strong was the urge” How hard was it 1o resist?
0= None
1= Mild urges, easily resisted
2 = Moderate urges, requiring effort o resist

3 = Strong urges to use, difficult to resist
4 = Severs, usually impossible to resist urges fo use

=QSSCAT
Mumber of days on which heroin was used (If 6 or noz answered, skip 10 0.48)QSORRESU=DAYS

Average dollar value of heroin used per day QSORRESU=DOLLARS

Maximum dollar walue of heroin used in one day QSORRESU=DOLLARS

Principal route of hergin use:
1= Cral
2= Inhaled
3= Smaoked (freebase)
4 = Mon-1.V. injection
5=\
G = Other

(Answer Q.4e and Q.4F even if there is no heroin use at all.)

Mumber of days on which urge, desire or craving for heroin ocourred QSORRESU=DAYS

How strong was the urge” How hard was it 1o resist?
0= Mone
1= Mild urges, easily resisted
2 = Moderale urges, requiring efort o resist

3 = Sfrong urges to use, difficult to resist
4 = Severs, usually impossible to resist urges fo use

=QSSCAT
Mumber of days on which manjuana was used [IF 0 or noT answersd, Ship 10 Q‘SPRRESUZDAYS
Average dollar value of marijuana used per day OSORRESLI=DOL I ARS
Maximum dollar walue of marijuana used in one day QSORRESU=DOLLARS

Principal route of marjuana use:

1= 5moked
2= Oral
3= Othar

Modifled: 10722003 Prirted: 10782003 12:02 PK




DOMAIN: QS

_ STUDYID
syj  “OSCAT PAGE3 OF 3
CTP - Site 1D Participant IO
Assesement Date: ! / QSDTC
- __USUBJD_ T wm a4 Yy v Y
SSTEST ) ] ~
(Answer O 5 and Q.5 even if there is no marijuana use at all)
QSORRES Mumber of days on which urge. desire or craving for marijuana occwred  QSORRESU=DAYS
__  Bf How sfrong was the urge? How hard was it o resist?
0= None

1= Mild urges, easily resisted
2 = Moderate urges, requining efort o resist

3 = Strong urges fo use, difficult to resist
4 = Severe, usually impossible to resist urges to use

Any Other Drug: Mumber of Days of Use of Each of the Following: =QSSCAT

___ Ba Oihar sedatives/hypnotics
—___  Bb Stimulanis
_ B PCP [angel dust)
o Bd Hallucinocgens
____ Ba. Anyother Drug [Specify drug in Q.8a7, below. IT0 or nOT answerad, skip o O.87)
gel. Oiher drug used specified: (maximum 200 characters)
(Answer Q.6f and 0.6g, even if there is no other drug use at all. When answering &6F and Gg.
think abour the substance in fa thru Be that was used most often.)
Bf. ) ) .
o Mumber of days on which urge. desire or craving for any ofher drug “murrb%ORRESU:DAYS
L How sfrong was the urge? How hard was it {o resist?
0 = Mone
1= Mild urges, easily resisted
2 = Moderate urges, requiring effort to resist
3 = Strong urges fo use, difficult to resist
4 = Severe, usually impossible to resist urges to use
Summary Drug Use: =QSSCAT
| Ta Mumber of days using any llicit drugs or alcohal QSORRESU=DAYS

Thb. Mumber of days using any IV or 5C (subcutaneous injection) crugs QSORRESU=DAY'S

—__ Te Mumber of days hawving the urge, desire or craving for any drug QSORRESU=DAYS
— | fd How sirong was the urge? How hard was it o resist?
0 = None

1= Mild urges, easily resisted
2= Moderate urges, requirning effort to resist

3 = Strong urges fo use, difficult to resist
4 = Severe, usually impossible to resist urges to use

CTHN-0015_Substance Use_Inventory vi-3.doc Modifled: 107272003 2rined: 104872003 12:02 PM




ADVERSE EVENTS (AE)

DOMAIN: AE

STUDYID

PAGE 1C0F 2

HODE:

CTP-SITE 1D

NIDA-CTN-0015 Women's Treatment For Trauma And Substance Use Discrders:

A Randomized Climical Trial
Baz=inz Whkivl Wk

STUDY Visit: Wkdvl WkdvZ WhkSwi

Seq. Num.- __ __
w2 Whidwl W22
Whdu2 WhkSv1 Wbl

- foircie onel | WhEwl Wkiw2 1-Wk FUP  3-Month FUF  6-Month FUP

PARTICIPANT ID: USuBJID EPOCH  12-Manth FUR VISITNUM
AssessmentDate: | AEDTC immrsad vy STAFFID- ___ _
{=CRF Administzred 4=rlot encugh fime to Adminiser
FORM COMPLETION STATUS 2=Participant refus=d S=plo Paricipant Contact
I=513T Membar did nod Adm niks2er E=iZEr

{Rezearch Asziztant/independent AszeszorMD, PRD, Pl Completed)

1
AESPID
™
b,
s
AESER
Ga.
Bb.
AESEV| 7.
AEﬁL 3
AEACN
s
AEOUT 45,
11a.
11b.

CTH-O015_Adverss_Events_wi-1.doc

Dhd the participant have any new or changed AE since the last assessment?

D=hiz (End guasmionnaire)

i=¥es IF NO, THEN NO RECORD EXISTS IN SDTM AE FILE
AETERM (AEDECOD, AEBODSYS)

AE Mumber

AE Term [Brief Descriprion);

QNAM = AESEVCHG

Change in severity of previously reported AET QLABEL = AE SEVERITY CHANGE

D=ha (Zkip 10 UMUDM _
Pt IDVAR = AESEQ

(I %as) Previcus AE Mumber:
Sericus®
D=z

=

QNAM = AEPRVNUM
QLABEL = PREVIOUS
AE NUMBER

IDVAR = AESEQ

Onsat Time A_EEI—D_TC_ {hih:mm, 24-hour clock)

Severity
T=hild
I=hioderate
I=Gevere

Study Felated?

D=z
1=¥as

Action Taken
1=Hone
2=Z%0p Treatment
F=0tner Medication
d=pizdical Care
S=Hogprallzation”
Final Cutcome
I=Regnha
I=Fesnlvad with Seguelss
Fm=hiat resolved [Skip guestons 11a and 118)
4mDizath”
Final Cutcome Date _ _ F ! AEENDTC}mmfddfyyyy,l

Final Cutcome Time _AEEN_DLQ‘hh:mm, 24-hour clock)

Modified: 1002772003

Printed: 10v25/2003 9:23 AWM




AE

PAGE 2 OF 2

CTP - Site ID Partzipant ID
Assesament Date ) i
— __USUBJID I S
12. Signature: (MD, PhD, or PIj Date signed: /i AESIGDT rmmyddiyyyy)

once these steps are completed.

+  SAEs must be reported within 24 hours [see S50M)

* Al Serious Adverse Events [SAE) must have a complete AE CRF, SAE Form, SAE Summary Report. Initial and date

« Report AEISAES in accordance with the study protocal and lecal IRE requirements

CTH-O0M5_Adverse_Events_wi-1.doc Modiisd: 1002712003

Printed: 10/222003 329 AN




LBCAT=DRUG SCREEN
UrINE DrRUG ScREEN (UDS)

DOMAIN: LB

STUDYID
PAGE 1 OF 1

Women's Treatment For Trauma And Substance Use Disorders:

NIDA-CTN-0015 A Randomized Clinical Trial Seq Num.. ____
HODE: USuBJID Baseline Wkivl Wkiv2 Wk2w1 Wkav2
— STUDY Visit: Whivl Wh3v2 Widvl Whd2 WSl W52
L UL O R —— [riEone) | eyt Whkiv2 1AWk FUP 3-Month FUR 8-Manth FUP
PARTICIPANTID: EPOCH o yioreh ELP VISITNUM
AssessmentDate- [ | _ __immod F ) STAFFID:- ___

__ FORM COMPLETION STATUS

1=CRF Administarad
Z=Fanticipant refused
=313l Member did not Agministe

4=kial enougn time 1o Aominisier

S=ho Farlicpant Contact
E=Dilher

1. Waz a Urne Drug Screen Performed? (0=Mo, 1=Yes, T=Lost Sa =] Inknossn )
i @ or 8, the questionnaire is complefed. K 7, answer oniy questons 4 and 2 of fiis CAF. QNAM=LBVISDTC

. o QLABEL=URINE
2. Date urine collected (mmiddiywyyl: _ J_  f _LBDTC COLLECTION VISIT DATE
3. Urine temperature withy e =5 $2o= ID\'/AR_:LE'SES

0=Mao QNAM = LBTEMP

1="es QLABEL = URINE TEMP WITHIN EXPECTED RANGE

8 = Unknown IDVAR = LBSEQ
4. ‘Was this urine collection supenvised?

0=Mo QNAM = LBSUPER

; :?Enincwn QLABEL = URINE COLLECTION SUPERVISED

N IDVAR = LBSEQ
{Circle the number representing the result - - Unclear or Resulis Mot Mot
of the screen for each substance below.) Negative Positive Equivocal Valid Assessed
5. Amphetamines LBTEST 0 1 LBORRES 3 8
6.  Barbiturates 0 1 2 3 b
7. Benzodiazepines 0 i 2 3 2
g  Methadone 0 1 2 3 8
9. Tricyclic Antidepressanis 0 1 2 2 8
10. Cocaing metabolites 0 1 2 3 8
11. Methamphetamines 0 i 2 3 2
12.  Opiates/Morphine 0 1 2 3 8
13.  Phencyclidine (FCP) 0 1 2 3 8
14. Cannabinoids (THC) 0 1 2 3 8
CTHOD1E_Unna_Drug Soresn vi-1.000 Modiad: 10222003 Prinsa 1072972003 1117 AM




SALIVA TEST {ST} LBCAT=SALIVA TEST STUDYID DOMAIN: LB

PAGE 10F 1

NIDA-CTN-0015

Waomen's Treatment For Trauma And Substance Use Disorders:

A Randomized Clinical Trial Seq. Mum.: __

NODE: Baseline WEkTvl Whiv2 We2vl Wkl
STUDY Visit: Wh3wl Wh362 Wkl W2 WeIw1 WkS2
CTP-SITEID: | ___ - _ fcircle one) | WkBwl WiBu2 1-Wk FUP 3-Month FUR 6-Month FUR
PARTICIPANT ID: _EUEID_ VISITNUM  12-Manth FUP EPOCH
AssessmentDate: [ LBDTC  immsoasyyyy STAFFID:- _ _ __
1=CRF Administensd A=iot enough time o Adminlster
FORM COMPLETION STATUS 2=Parlcipant refused S=Mo Paricipant Contact
—__ 3=3tall Member did not Adminisier E=iinar
{Rezearch Assistantindependent Aszeszsor Completed)
1. Was a Saliva Test performed?
I=Mo
1=Yexg LBTEST
T=Lost Sample
S=Unknown [if 0 or 8, skip 1o Q4 and enTer a comment.)
2. Date Saliva Testwas performed: _ _ /  _ f  _  _ imowidddyyyy)
3. Saliva Test result: {Ir sample was losT, SKIp gUesuon 3. '\
I=Megative QNAM=STVISDTC
LBTEST ':'::Iﬁ:r?::n LBORRES QLABEL=SALIVA TEST DATE
T IDVAR = LBSEQ

4. COMMENTS:

DOMAIN: CO
COREF=SALIVA TEST
COVAL

RDOMAIN=I B

CTH-O01S_Salva_Test_vi-Idoc Modfed 100272003

IDVAR= VISITNUM

Printed

122003 9:32 AM




QSCAT

STUDYID

DOMAIN: QS

CuLNICAL GLOBAL IMPRESSION (CGI) PAGE 1 OF 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Mum.: __ __
HODE: . -
.. Haseline 1-Wk FUP
STUDY Visit:

CTP-SITEID:  __ _ - {circie Iai-le; = o 2 P
USUBJID ! 3-Month FUF G-hMonth FUR 12-Month FUF

PARTICIPANTID:  __ -7 EPOCH VISITNUM
AssessmentDate: [ | QSDTC i agsymm STAFFID: ___ _ QSEVAL

FORM COMPLETION STATUS

1=CRF Administered
2= Participant refused
=5t Member did not Administer

d4=Hot enough ime o Administer
S=Mo Fariclpan? Contact
Gr=Crner

{Independent Assessor Completed)

Problem Area

=]

1=}

CTH-OD15_Clinical_Global_imprasizn_vi-0.6ax

QSTEST

. Global

PTSD

. Deprassion

. Alcohal Abuse/Dependence

. Cocaine Abuse/Dependence

. Hergin Abuse/Dependence

. Marijuana Abuse/Dependence
. Sedatives Abuse/Dependence

. Other Drugs: Abuse/Dependence

specify:

Current Severity
(Use codes below)

QSORRES

SEVERITY CODES

1= no pathology

2 = min'mal pathology or sub threshold symotoms
3 = mild pathodogy

4 = moderate pathology

5 = moderately severe pathology
8 = severe pathology

T = extrerns pathology

& = not assessed

B = not applicabis

NModifled: 97232003

Prnted: 104372003 1:44 PM




DOMAIN: SC, DM, DS

RANDOMIZATION (RAN) STUDYID Pace 10F 1
Waomen's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _ __
MODE: Sasel
i aseling
CTP-SITE ID: : A
—JSUBID B EPOCH VISITNUM
PARTICIPANT ID: | __ YOV PYY
AssessmentDate: [ SCDTC/DSDT Gmm /oy STAFFID:
1=CRF Adminisizrad 4=hal enougn tme to Aminister
FORM COMPLETION STATUS I=Paridpant refused S=hio Parficipant Contact
- J=3taff Member did not Acminister a=0ther
Regasar Completad)
(Ressard (SHREL Compleled soregt
YES NO
1 [u} A Doss the Participant confinue to mest eligibility criteria?
1 [u] B. Is the Participant currently taking psychotropic medication?
SC.SCORRES SC.SCTEST
YES NO RANDOMIZATION
1 i) 1. Was Parbicipant randomized? {If no, skip 1o guestion Ja. If yes, conninue o gueszion 13)
ia. | _DMEEFEC_ Date of Randomization (mm ./ dd 7y
2a. _ _ _ _ Randomization number.
2b. _  Randomization Group Assignment?

1 = Experimenzal [Sesung Sa'sly)
2 = Contral (Women's Healtn Eaucatony  DMLARM

DS.DSOCCUR DS.DSTERM
YES RO If not randomized, reasons not randomized:
1 o 3.a. Failed to return to clinic DS.DSCAT=DISPOSITION EVENT
1 [u] db. Declined study participation (Specify in comments below)
1 [u] . Moved from arsa (current or pending)
1 [u] dd. Incarceration (curment or pending)
1 [u} de. Death
1 [u] 3. £ Failed to mest inclusion criteria or met exclusion criteria
1 [u} 3.g. Cther (Irorher, then specify indh)

3h. Specly Other:

4 ComgBRFAIN: CO
——————

\L alal OO\ LAL
vVdadlTaoiICSsS OO VAL

RDOMAIN=DS
IDVAR=VISITNUM

CTH-0015 Randomization.doc Modiied: 7162004 Printed: 1/28¢2009 2209 PM



STUDYID DOMAIN: TU

THERAPY SESSION ATTENDANCE (TSA) [UCAT=THERAPY SESSIONATTENDANCE - gyaz 4 g
NIDA-CTN-0015 Women's Treatment For Trauma And Substance Use Disorders:

A Randomized Clinical Trial Seq. Mum.: __
NODE: STUDY vier. | EPOCH WK1 WKN2 Whavi W2
ISIT:
CTP-SITEID: | ___ - foirte cns) \ gy VYT WER2 Wil Wk
PARTICIPANT ID: | _ YSUBJID WESW1 WKSGZ WhBv1 WKEWZ
AssessmentDate: _ [ _ [/ ___TUDTC  imm.sao/yy) STAFFID: _ _TUEVAL
1=C8F adminlstered dmpot E'I:LI;"I e to Adminkster
FORM COMPLETION STATUS 2=Participant refusad S=Mo Participant Cantact
I=SET Membsr did not Adminikster ErmiONEr

(Research Assistant Completed)
Session Aftendance  TUTEST/ TUTESTCD

TUORRES _ = 1. Study group:

1=Expermental (Seeking Safety)
2=Conirzl (Women's Health Education]

—__ 28 Seszion topic nUmMDEr jses bax ar bamam for darais)
—__  2b. Sesszion cycle number (Norhe same as 2a)

2. Did the participant perzonally attend this therapy seszion?
1=Y'es {skip to guastion )
O=Mo fconunws)

Missed Session TUTEST/ TUTESTCD
TUORREE 4. Did the participant communicats with the rezearch staff about this abzence?
1=Yes
I=Mo
5. Date of last contact with participant- __ _ ¢ § — [imovddiyyy)

6. Count the number of consecutive miszed sessions since the last contact
between the rezearch staff and the participant. jinciuging me currenr session)

¥. Did the participant view a taped wverzion of the session?

1=%es feonunwe)
O=Mo (skhip 1o quasmon 3

8. Enter the dale when the migsed session videctape was viewed:

Session Topics

Sesking Safety sasslons: Woman'e Haalth Educatlon sesslone:

=Safety T=Red and Grzen Flags 1=Biody Systems T=Rregnancy

I=PTE0: Taking Back Your Fower E=Honesy ImFemale Analomy E=STDs

3=Defaching from Emational Fain g=integraing the Spit Seif I=Breast Care S=Hutrition

4=\nen Substancss Contral You 10=Creating keaning 4=Infections 10=High Bloog Prassune
S=Taklng Good Care of Yoursel 11=5etiing Boundaries In Relationships S=HNAIDS 11=Clzhetas
E=COMpEsskan 12=Healing Form Anger E=Confracegtion 12=Menopauss

CTH-0D15_Therapy_Sesslon_ Attendance_vi-3.doc Modifledt 1072272003 Primied: 10¥26:2003 4:56 P




STUDYID

DOMAIN: TU
Non-STuDY MEDICAL SERVICES (NSMS) TUCAT=ACTIVE STUDY PHASE PAGE 1 0F 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: ____
HNODE: Wktlel WhkivZ Wk2vt Wh2w2 Wi3wT W32
CTP-SITE ID: STL!-,E:L: Ii;,i:E Whkawl Whav2 WkSet Webw2 Wiyt W2
PARTICIPANT ID: _ USUBJID EPOCH  twkFuP  VISITNUM
Assessment Date: _____ f .l'leC_ ___(mm.Sad ! eyl STAFFIO: __ EEAL__
1=CRF Adminisisrad 4=Mat enawgh tme o Administar
FORM COMPLETION STATUS Z=Farticipant refused S=hiz Particlpant Contact
_ Z=EAa Memter did not Administer e
(Research Azsistant Completed)
TUTEST/ TUTESTCD
A. When did the participant last complete this form? Y IT_LJE@E_S'rmm-u‘d.-}'}I}rp_I

We'd like you to answer these questions for the medical services you've received including those that are
part of this cutpatient pragram (but excluding those associated with this study).

Since your last assessment, have you... TUTEST/ TUTESTCD

Seen a therapist, that is a psychiatrist, psychologist, counsslor, or social worker for drug,
psychalogical, or emaotional problems? (IFnoe or nor answered, than skip 1o guestion I3, below)

1b. TU_OBR_ES (if YES], how many times did you see a psychiatrist or psychologist?

Yes Mo
1 a 1a.
TUORRES
1ec.
1 a 2a.
2b.
2o,
1 a 3a.
3b.
3.
1 a 4a.
4hb.
4.
1 a Ha.
Sb.
.
1 a Ba.
8b.
1 a Ta.
Th.

(if YEZ], how many fimes did you see a counselor or social worker?

Wisited a medical office, not including your therapist? (Include all visits to a physician, nurse, ar
nurse practitioner, or physician's assistant) (i no ar nor answerad, hen SHD 10 GUeSION 33, below]

(if ¥ES), how many visits 1o 3 medical offiice have you had?

(if ¥EZ), how many of these visits did you ses a doctor?

Been admitted into a residential program fo detoxify or for other services? (Fno or nor answeared,
then skiD o0 GUasnon 4a, baiow)

(if ¥EZ), how many admissions?

(if YEZ], how many nighis for all stays?

Been admitted into a hospital to detoxify? (If no or nor answersd, then Sp 10 quesdon 53, below)

(if ¥ES), how many admissions?

(if YEE], how many nights for all stays?

Been admitted to the hospital for any other reason? [Ifng or not answared, Then sKID 10 QUAasTIon &3,
balow)

(if ¥EZ), how many times were you admitted?

(If at leasf onee), how many nights for all stays?

Wisited an emergency room and not been admitted to the hospital? {if o or nor answered, than skip
10 question 7a, below)

(if YEE], how many fimes did you visit the emergency room?

Attended any 12-step or self — help meetings? (i no or nor answered, then and INTBNIEW]

(Iif YEE], how many fimes did you attend 12-sfep or s2lf — help mestings?

CTH-0015_Mon-Zudy Medical_Semvices_vi-3.doc Modified: 107222003 Primied; 11V2E:2003 453 PM




QSCAT STUDYID

DOMAIN: QS
HELPING ALLIANCE QUESTIONNAIRE — COUNSELOR FORM (HAQC) PAGE 1 0F 1
NIDA-CTN-0015 Women's Treau'ne;t:;:r:dT;snLiTez ETI: ii: :::ﬁx:ee Use Disorders: Seq. Num.- L
MODE:
ctesimEm: | .| ST Wicv? Wi
PARTICIPANT ID: | _USUBJID EPOCH VISITNUM

BssessmentDate: _ ___ f_ _ [ OSDTC _  fmmsazs

1=CRF Agministaras
FORM COMPLETION STATUS Z=Pariipant refused

11111 1
’. ." ." ."-'

=213 Memiber 4 not Agminister

STAFFID: ____QSEVAL ___

4=Kat enough Ime 1o Adminisber
S=No Panicipant Conlacs

E=Dither

{Counselor Completed)

Instructions: These are ways that a person may feel or behave in relation to another person — their client.
Consider carefully your relationship with vour cient, and then mark sach stafement accarding to how

sfrongly you agree or disagree. Please mark every one,

QSORRES
- @ o @ =
QSTEST/QSTESTCD fé « D2a =2E E EE
# o= a nO oo -4 i T
1 | The cliznt fesls she can depend upon me. 1 2 3 4 5 i
2 | She feels | understand her. 1 2 3 4 ] i]
3 | She feels | want her to achieve her goals. 1 2 3 4 5 &
4 | At times. the client distrusts my judgment. i 2 3 4 a] fi
5 The cliznt feels she is working together with me in a joint i 2 5 4 5 §
efirt.
5 | belisve we hawve similar ideas about the nature of her i 2 5 4 5 §
problems.
T | The cliznt generally respects my views about her. 1 2 3 4 5 i
The cliznt believes the procedures used in her therapy are not -
g - 1 2 3 4 ] i
well-suited to her nesds.
8 | The cliznt likes me as a person. 1 2 3 4 5 fi
10 In most sessions. we find & way to work on her problems 1 2 5 4 5 p
together.
The cliznt believes | relate to her in ways that slow up the
11 1 2 3 4 5 i
progress of the therapy.
12 The cliznt believes a good relationship has formed betwesn 1 " 3 s 5 B
LS.
13 | The cliznt belizves | am experienced in helping people. 1 2 3 4 5 &
14 | I 'want very much for the chient to work out her problems. 1 2 3 4 ] ]
15 | The cliznt and | have meaningful exchanges. 1 2 3 4 5 i
18 | The client and | sometimes have unprofifable exchanges. i 2 3 4 a] fi
17 From I:II.TIE to time, we both falk about the same important i 2 5 4 5 §
events in her past.
18 | The client believes | like her as a person. i 2 4 a]
19 | At times, the client sees me as distant. 1 2 4 5

CTH-O01E_Heaiping Allance_Couns2ion_Fom_vi-1.d0c

Modified: 107272003

Primed: 10/3/2003 12208 P




QSCAT STUDYID DOMAIN: QS

HELPING ALLIANCE GQUESTIONNAIRE — PARTICIPANT (HAQP) PAGE 10F 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0013 A Randomized Clinical Trial Seq. Num.: __ _
MNODE:
STUDY Visit: WhZw! W2vZ W1 WkuZ
CTPSITEID: | - circie o] “vT TR R R
USUBIID - ' Wiyl WEBWZ 1-Wk FUP
PARTICIPANT ID: | __ USUBJID EPOCH VISITNUM
AssessmentDate: | OSDTC __ jmmsad/ww) STAFFID: _____ QSEVAL__
1=CRF Administensd d=Hot enough time o Administer
FORM COMPLETION STATUS 2=Particlpant refused S=Mo Fariclpani Contact
=51 Member @id not Administer E=iner

{Research Assiztant Completed)

& Counselor Id: ___ QSTEST/QSTESTCD QSORRES

Instructions: Thess are ways that a person may feel or behave in relation fo another person — their
counselor. Consider carsflly your relationship with your counssior, and then mark sach statement
according fo how sfrangly vou agres or disagres. Please mark every one.

QSORRES
28 & =F = 4
c @ =1 Em 2@ a = o
QSTEST/QSTESTCD g5 m =3 58 2 g g
» "6 & ®a Bm< < ®B<
1 | | feel | can depend wpon the counselor. 1 2 3 4 L ]
2 | | feel the counselor understands me. 1 2 3 2 3 ]
3 | | f=el the counselor wants me to achieve my goals. 1 2 3 2 5 G
4 | Attimes, | distrust the counsslor's judgment. 1 2 3 2 5 ]
5 | I feel | am working together with the counselor in a joint effort. 1 2 3 4 5 &
F | believe we have similar ideas about the nature of my 1 3 3 a 5 B
problems.
7 | | generally respect the counselor's views about me. 1 2 3 4 5 6
5 The proceduras used in my therapy are not well-suited to my i 3 3 a 5 8
needs.
@ | llike the counselar as & persan. 1 2 3 4 & i
In most sessions, the counselor and | find a way to work on - -
] 1 2 3 4 5 ]
my problems together.
The counselor relates to me in ways that slow up the progress
11 1 2 3 2 5 ]
of the therapy.
12 | & good relafionship has formed with my counsalor. 1 2 3 2 5 ]
13 | The counsslor appears to be experienced in helping people. 1 2 3 5 g
14 | | want very much o work out my problems. 1 2 3 & 6
15 | The counselor and | have meaningful exchanges. 1 2 3 < 5 g
16 | The counselor and | sometimes have ynprofitable exchanges. 1 2 3 4 & 6
17 From time ta tirme, we both talk about the same important 1 3 3 4 5 8
events in my past.
18 | | believe the counselor likes me as & person. 1 2 3 < 5 G
18 | Attimes, the counselor seems distant. 1 2 2 5

CTHAO0M &_Helping Alllance_Particlpant_Form_vi-1.doc Modifled: 10022003 2rimted: 100372003 12207 P



DOMAIN: QS

QSCAT
SEEKING SAFETY FEEDBACK QUESTIONNAIRE (§§Q) STUDYID PAGE 10F 1
Waomen’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq Num.: ____
NODE:
ctesiEmD: | . STEORYeR Whev2  1-Wk FUP
PARTICIPANT ID: | __ USUBJID EPOCH VISITNUM
AssessmentDate: [ [ QSDTC smm saa/pmp STAFFID: _____ QSEVAL _

1=CRF AdmilniskEred d=Not enough ime %o Administer

___ FORM COMPLETION STATUS 2=Parficlpant refused F=MNo Paticlpan? Conlact
J=51all Member @d not Administer E=Ciher

{Ressarch Assistant Compleisd)

Your honest feedback about the Seeking Safely treatment would be greatly appreciated, so that pozsitle
futurs revisions of it can be az helpful az pozsitile.

QSTEST/QSTESTCD QSORRES

I T T

HEIE R

How helpful is the treatment? S 2 @ 2 <2 = <2 r'la £ 62 23
1 | How helpful is the treatment overall® -3 -2 -1 i} 1 2 3 -5
2 :;;!gil‘;p;uéllfﬁle?treatmen. for PTS0 and 3 2 i 0 1 2 3 o
How helpful is the treatment for FTSD alone? -3 -2 -1 0 1 2 3 -5
4 :;:.rer;flpful is the treatment for subsfance sbuse 3 - i o i 5 3 o

How helpful are each of the topics?

§ | Safety -3 -2 -1 0 1 2 3 -0
g | PTSD: Taking Back Your Power -3 -2 -1 0 1 2 3 -
T | Detaching from Emotional Pain (Srounding) -3 -2 -1 i} 1 2 3 -5
8 | When Substances Control You -3 -2 -1 0 1 2 3 &
8 | Taking Sood Cars of Yourself -3 -2 -1 0 1 2 3 -0
10 | Compassion -3 -2 -1 [ 1 2 3 =
11 | Red and Gresn Flags -3 -2 -1 0 1 2 3 -0
12 | Hanesty -3 -2 -1 i} 1 2 3 &
13 | Integrating the Split Self -3 -2 -1 0 1 2 3 -0
14 | Creating Meaning -3 -2 -1 i} 1 2 3 &
15 | Sefting Boundaries in Relationships -3 -2 -1 0 1 2 3 -0
18 | Healing from Anger -3 -2 -1 i} 1 2 3 &

CTH-OME_Sesking_Sarely_Festbhack Quasbonnalre \i1-2.000 Kadified: 10272003 Printed: 10VE2003 12705 PM



DOMAIN: QS

QSCAT STUDYID
WOMEN'S HEALTH EDUCATION FEEDBACK QUESTIONNAIRE (WHQ) PAGE 10F 1
NIDA-CTN-0015 | e T domized Chnical Tral | Seq Mum..__

NODE:
CTPSITEID: - STUEI_E:"DE“':, Whew2 1-Wk FUP
PARTICIPANT ID: __ USUBJID ' ' EPOCH VISITNUM
MssessmentDate: [ f  QSDTC e g/ puas sTAFFID: ___ QSEVAL

1=CRF Administenad
FORM COMPLETION STATUS 2=Participant refuseg

4=Mot enough ime fo Administer
S=Mo Paricipant Contact

J=5talT Member did naot Administer G=Cther

(Resesarch Assistant Completed)

Your honest feedback about the Waomean's Health Group would be greatly appreciated, so that possible future

revizions of it can be ag helpful as possitle.

UOSURRES
=

. E_ _ z iz

QSTEST/QSTESTCD =2 EE = m 23 E = £3 =8

g SE EE 3 25 53 12 <3

How helpful is the group? 62 B2 <2 2 <2 B2 of Za
1 | Howw helpful is the group overaill? -3 -2 -1 0 1 2 3 -2

Howe helpful are each of the topics?

2 | Basic Human Biology-What Are My Body's Systems? -3 -2 -1 1] 1 2 3 -2
3 | The Female Reproductive Systems -3 -2 -1 0 1 2 3 =]
4 | Women's health issues (part one): Breast Care -3 -2 -1 0 1 2 3 -2
5 | Women's health issues (part two ) Vaginitis -3 -2 -1 0 1 2 3 =]
§ | Introduction to HIWV/AIDS -3 -2 -1 1] 1 2 3 -2
7 | Contraception and Safer Sex -2 -2 -1 0 1 2 3 =]
8 | Pregnancy and Childbirth -3 -2 -1 1] 1 2 3 -2
Saxually Transmitted Diseases -2 -2 -1 0 1 2 3 =]
10 | Mustrificn -3 -2 -1 1] 1 2 3 -2
11 | High Blozod Pressure -3 -2 -1 0 1 3 =]
12 | Diabetes -3 -2 -1 1] 1 2 3 -2
13 | Menopause -3 -2 -1 0 1 2 3 =]
CTH-0015_Womens_Heaalin_Educalion_Fesdback_CQuesbonnaire_vi1-1.00c Modied 10022002 Printed: 10/&/2003 12:07 PM




STUDYID

STUDY TERMINATION - TREATMENT (STT) DOMAIN: DS PaGE 1 0OF 1
Women’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq Num.: ____
HODE:
cre-smem: | - STOEYYEE EPOCH WK
PARTICIPANT ID: | __USUBJID _ VISITNUM
AssessmentDate: [/ _DﬁTﬁ_.-m Lo S yyry STAFFIO: _

1=CRF AdmilniskEened d=Not enough ime o Administer

___ FORM COMPLETION STATUS 2=Parficipant rafused S=Mo Paticlpant Contact
J=5tafl Member did not Administer E=Ciher

[ b
{Research Assistant Completed) DSCAT= TREATMENT TERMINATION

DSTERM/DSDECOB. Date of Treatment Phase complefion or early termination: 7+ DSSTDTC
fmm J dd Ayyy)

Pt e Bt

IONS ATTENDED, IDVAR = DSSE(

o -L i AIMCpant lerminaie Teatnent Defore e end of the [Teatmen PHase (early
terrmination}? (I Mo, then skip 10 gueston 10, IF Yas or Unk, Then complers Quesnions 43 through 10,
DSTERM/DSDECOD
REASOMN FOR EARLY TERMIMATION
YES HO UMK COomWa g Secion M answersd “Yas"™ or “Unk™ in guesmon 3
1 1 4 da. Was the Participant discharged from the CTP for administrative reasons?

|'|'. 8., acive d.tsrup:lnn alf CTP _I:lr'ﬂEﬂIjL'l'BS\, HDHDI’I’J_D]IE'ME' with CTP rulas, B:I:.II
DSTERM/DSDECESS (¥ o5, answer db. If No or UNK, skip 1o 53.)

DSSTDTC
A, I Yes, date of CTR discharge: 1 1 [mmsadiyyyy)
1 1 -4 fa. Was the Participant discontinued from the study for administrative reasons?

{8, acrive disruption of counsaiing, proTocs non-camplanca, aie.)
DSTERM/DSDECOD i ves, answer Sh and Sc. if No or UNF, skip m 83,

DSSTDTC
Sk, If Yes, date of study discontinuance: b fmmiddiyyy)
1 i -4 B¢, Was the Participant discontinued for missing 4 consecutive scheduled visits without contact
DSTERM/DSDECOD  with the RAAAT
1 1 4 Ba. Was the paricipant discontinued from the study for clinical reasons?
{i.6., CONGIITBAL MNAss, SAM0US SOVBrse eVents, eI )
DSTERM/DSDECOD {If Y85, answer §0. I No or UNK, skip 10 7.)
Gl | Yes, date of study discontinuance: __ _ F__ ¥ ESE-IEE { mmvina eyl
! . 4 7. Was the Participant disconfinued at her reguest?
DSTERM/DSDECOD
1 1 -4 8. Did the Participant discontinue the protocol for another reason?

{if Y&, than spacify in question 5.

9. W any guestion above was answearad Yes, then provide details:

DOMAIN. CO
—  COREF=FTREATMENT-FERMNATION
Variables COVAL
RDOMAIN=DS
CONTINUATIRN_\/| 51 TNUM

1 g -4 10, Wil the participant confinues into the Follow-up phass of the shudy?

QNAM = DSCONTIN, QLABEL = CONTINUE INTO FOLLOW-UP PHASE?, IDVAR = DSSEQ

CTMN-0015_Shudy_Termirabon_ T Teaimert_v 1-0.0ac % T = Pt FrnED: 12003 09 PR



STUDYID DOMAIN: QS
ADDICTION SEVERITY INDEX-LITE FoLLOW-uUp (ASF) =QSCAT PAGE 1 OF 14
Women's Treatment For Trauma &nd Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: _ __
NODE: STUD'Y Viit EPOCH VISITNUM
CTPSITEID: - icircle e} | 1-Wk FUP 3-Month FUP 6-Month FUP  12-Manth FUP
PARTICIPANT ID: _UsuBJID
AssessmentDate:  f | QSDTC e oy sTAFFID: _ QSEVAL

1=CRF Adminkiered
Z=Participant refused
F=5137 Member did nod Administar

4=r4ot enowgh time to Adminisier
S=piz Participant Contact

E=Cer

FORM COMPLETION STATUS

{Independent Aszessor Completed)
Participant Date of Birth (mmiddiyyyy: _ _ [ !

Composite Scores
ifor site use only):

Medical: Leqal:
Emgloyment: Family-
Drug: Pzychiatric:
Alcohol:
KEY: Introducing the ASI
- - Seven potential problem areas: Medical, Employment®Suppert Status, Alcchel. Drug, Legal,
Patient Rating FamilySoca!, and Peychological. All clients receive this same siandard interview. Al informaticn
Scale gathered is ponfidental
= Mo There are two time periods we will discuss:
0 = Mot at all
] 1. The past 30 days
1= Slighthy 2. Since your last ASI

2= Moderately
Considerably

3=
4 = Extremesly

Patient Rating Scale: Fatient input is important. For each area. | wil ask you o use this scale to et me
kmoww how bothered you hawve been by any problerns in each section. | will also ask you how important
treatment s for you for the area being discussed.

Please refer to the Patient Rating Scale in the adjacent key

If you are uncomforiable gving an answer, then don't answer.
Fleaze do not give maccurate iformation’

Interviewer Instructions

1.Leavs no blanks.

his/her problems)

HALF TIME RULE:

COMFIDENCE RATINGS:

2 Make plenty of Commenits (if ancther person reads this ASl they should have a relatively complete picture of the client’s perceptions of

A Throughout the ASI, when noted: X = Question not answered.

N = Guestion not applicable

4 Terminats interview if chent misrepresents two or more sections.
S.When noting comments, please write the question number.

If a question asks the number of months, round up pencds of 14 days or mare to 1 menth. Round up &
months o mone to 1 year.

= Last two items in ach section.

= Do not ower interpret.

== Denial does not warrant misrepresentation.

= Mesrepresentation = ower contradiction in information.
Probe and make plenty of comments!

CTH-OD1E_ASIL_Folow-Up_vi-2.d00
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ASF PAGE 2 OF 14
CTP - Site ID Participant |D

Acsessment Date: ! !

-
LE

::l

—_— m m

Hollingshead Categories
Higher Exscutve, Major Professiona’s, Owner of Large Business

2= Busmess Manager, Dwner (medium sized business), Other Professional (nurse, optician, pharmacist, sccial worker,
teacher]

3= Admmnsstrative Personnel, Manager, OwnerProprietor of Sma Busmess (bakery. car dealership, engraving business
plurning business, florist, decorator, acior, reporter, trave! agent)

4= (Clercal and Sales, Technician, Cwner of Small Business (bank teler, bookkeeper, clerk, drafisman, timekeeper. secretary,
Car salesperson)

in
n

Skited Manua'—usually having had training {baker, barber, brakeman, chef, electrician, firerman, lineman, machinist
rmechanic, papermanger, painter. repairmian, tailer, welder, police officer. plumber)

2= Sem-skied (hospital aide, painter, bartender, bus driver, cutter, cock, drill press, garage guard, checker, waiter, spot
welder, machine operator)
7= Unskfed (abendant, jandor, constructon help, unspecified [abor. porter). Include Unemployed.
2= Homemaker
2= StudentMo CcoupstionDisabled
List of Commonly Used Drugs
Aleohol: Beer, wine, liquor
Methadone: Dolophine, LAARK
COpiates: Pam kiters = Morphing, Diluaudid. Demercl. Percocet, Dareon, Talwin, Codeme, Tyleno! 2,2.4,
Syrups = Rebitussin, Fentanyl
Barbiurates: Wembutal, Seconal, Tuinol, Armytal, Pentobarbita!, Secobarbital, Phenobarbital, Fiorinol

SzdHypTrang:  Benzodiazepnes = Valium, Librium, Ativan, Serax, Tranxzene, Calmane, Ha'cion, Xanax, Miltown,

Other = ChloralHydrate (Noctex), Quaaludes
Cocaine: Cocane Crystal, Fres-Base Cocane or "Crack. and "Rock Cocaine”
Amphetamines:  Monster, Crank, Benzedrne, Dexedrneg, Ritafn, Preludn, Methamphetamine, Speed. lce, Crystal
Cannabis: Marijuana, Hashish
Hallugmogens:  LED (Acid], Mescane, Mushrooms (Psilocybin), Peyote, Green, PCP [Phencyclidine). Angel Dust. Ecstacy
Inhalants: Witrous Dmide, Amyl Mitrate (Whippits, Poppers), Glus, Solvents. Gasoline, Toluens, Etc

Just note if thess are used: Antidepressants
zer Meds = Zantaz. Tagamet
Asthma Meds = Ventoline Inhaler, Theodur
Cither Meds = Antipsychotics, Lithium

Alcohol/Drug Section Instructions

The followng questions lock at two time pericds: the past 30 days and lifetime. Lifetime refers to the time prior fo the [ast 30 days
Howewer if the client has been incarcerated for more than 1 year, you would onty gather Hetme mformation, unless the client

Fdmits 1o significant alcoho! fdrug use during mearceration. This guideline aonly applies to the AlccholDrug Section,
= 3] day questions only require the number of days used,
Lifetme use s asked to determine extended pericds of use.

Regular use = 3+ times per week, binges. or problematic iregular use in which nomal activities are compromised.

b

Aleohol o minecation does not necessan’y mean “drunk”, wse the words *fief the effects”. "got a buzz", “high”, etfc.

nstead of intoxication. As a ru'e of thumb, 5+ drinks in one setting, orwithin a bref pencd of tme defines
“nin:dcation”.

I

How to ask these questions:
— "How many days n the past 20 have you used. .7
— "How many years in your life have you regulary used.... ™"

CTH-OME_AZIL_Folow-Up v1-2.d0¢ Modifled: 1072272002 Prmed: 107262002 457 PM



DOMAIN: QS

ASF PAGE 3 OF 14
TP - Sit Participant |D
77 -Site (D P #ssessmentDate: _QEDE_
i —— —USUBJID _ mm @ o ¥ ¥ ¥ ¥
GENERAL INFORMATION =QSSCAT
QSTEST
QSORRES za.  Contact code: Comments:

1=In pEFEON
2=Talzphone [Intake AS| MUst b2 In person)
I=Ma
J=Har Answered

512, Special:
1=2a7ent feminaies
2=2alent refusan
J=23Zent unabie to respand
N=tict Applicatie

SEVLINT=-P30D

518, Have you besn in a%ﬂrﬁ':l’eu Er'w-'!:r)crnr“erd in the past 30
days? A place, ihaorelically, winout access 1o drugs/aloono
1=hiz S=Pzychialric Treatment
2=Jall E=CitNer (sp=olty i
3=alconol or Dreg Treatment H=hiot Answearsd
A=lizmical Treatment

G20, How many days? "MK I question G193 15 "Mo". Refers to tols

number of days detained In the past 30 days. [Kd=hiot Answered)
QSEVLINT=-P30D QSORRESU=DAY

CTH-OD0MS_ASIL_Foliow-Up vi-Z.doc Modified: 10072202002
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DOMAIN: QS

ASF PAGE 4 OF 14
CTP - Site 1D Partizipant |D
AssessmentDate: /[ ___ QSDTC
———— - mm 4 d :rQr_?:r
MEDICAL STATUS =QSSCAT
QSTEST
EOEES M1, Since your last ASl, how many times have you been Comments:

=M, 1=Yes

D=Mo, 1=Yes

O=kd, 1=YES

D=k, 1=YEs

Mz

ME.

M.

For Questions M7 & M3, please ask the patient to use the

nospitalized for medical problems?

Include CL0V's, D.T.'6. Excluge debox, alcoholdrig, and peychiatric
treatment and childoirth (I no complications). Enter he numbsr of
aveEmignt nosplializadons for medical prodlems. DOE=Not Answersd)

Ara you taking any prescribed medicafion on a regular
nasis for a physical problam?

Midication prescrbed by a MD for medical candians: nof peychlatic
medizines Include medcines prescribed whather or not the patient &

CUmenty taking them. The IMent 15 ba venly chnanic medical prooiems.
(= Mot Answered)

I *%es,” specify:

Do you receve a pension for a physical disability? (= Mat
Answerad)
Incide Workens' compensation, exelude psychizine disabity.

If *es,” specify:

How many days have you experienced medical problems in
the past 20 days? QSORRESU=DAY QSEVLINT=-P
Do not Inciude aliments drectly caused by onigefaicanal. Include

colds, ete. Inciude serlous allments related fo drugsialeonol, which would

candnue even IF the patient wene abstinent (e.g.. clrhasls of Ier,
ALSCREREE O nesdes, e10.). (M=NGE Answerad)

Patient Rating scale.

MY

MB.

CONFIDENCE RATINGS TS DATA NOT ENTERED
Iz the above information significantly distorted Dy:

M10. Patient's misrepreseniation?

M11. Patient's inability to understand?

How froubled or bothered have you besn by these medical

problems in the past 30 days? QSEVLINT=-P30D
Resinc response bo problem days of Question ME. (M=ol Answered)

How imporiant to you now is treatment for these medical
oroblems?

Refers to the need for new or addilonal medcal treatment Dy the patiant.
(=N Answersd)

30D

CTH-OD1S_ASIL_Faliow-Up_vi-2 doc wodified: 10/2212003
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DOMAIN: QS

ASF PAGE 5 OF 14
CTP - Site ID Participant |D QSDTC
Assessment Date: / !
—— _USUBJID__ mm 64 ¥y vy

EMPLOYMENT/SUPPORT STATUS  =QSSCAT

/ E1. Education complated since your last ASI?PQSTEST Comments:

R GED = 12 years. Include formal education only. (XXXX=NGt Answerad)
QSORRES _ : - .
E2. Training or technical education completed since your last
Mos. ALl

Farmalfargantzad fralning only. For milliary training, onty include training
ihat can be used In chvilian [ife (Le. eleciranics of COmpLEsrs). (Wd=hol
Anzwerad)

E4. Do you have a valid driver's license? vald lcenge: not
D=hiz, 1=Yes suspendedravorad. (XSOt Answersd)]
ES. Do you have an autormnobile available? (i answer o E4 15 "Ho™,
then B3 must be o7
Dioes not require ownership, onily requires auvalablity on & reguiar basks.
| X=hot Answeared)

[=hig, 1=Yes

ET. Usual {or last) cccupation since your last ASI?

{specify: }
{Use Holingshead Categores Reference Sheel) (X=hal Answersd)

Ef. Does someons contribute the majority of your support?

=iz, 1=¥es I5 patlent receiving any requiar support {l.e., casn, food, housing) from
tamiyriend? Inclids polse's contribusion: 2eclude suppert by an
Instiusion. [X=Har Answered, M=hial Anpicahie)

E11. How many days wers you paid for working in the past 20
days?

Include “unger the tabie” work, paid slck days, and vacation. (00=Not
Answernad)

QSORRESU=DAY QSEVLINT=-P30D
Max=$3999% For guestions E12-E17: How much money did you receive
from the following sources in the past 30 days?

S ——— E12. Emgloyment? (et or take nome pay S b A0 R

MONEY.) (FO0= N ANEWered)

f———— E13 Unemployment Compensation? (KEsXE=Not Answersd) \
- J E14. Welfara? (Insude food stamps. ransportation mansy provided by an
AgENCY t2 0 to and from realment. | OO00esiot Ansversd)
f———— E15. Pensions, benefits or Social Security? jIncude disabiity,
pensians, rzlirement, veleran's bansfits, S50 & workers' compansation. )
[IOCNOC=NE Answered)
P  E18. Mate, family or friends? (Money for parsoral expenses, [Le., >_ —
ciothing), Inciude unnelable sources of Income [2.9., gamiiing). Recond QSORRESU=DOLLAR

g3eh payments anly, Incluss wind'alls junexpected), meney from leans,
gambiing, Innertance. fa rehems, g0, AOO0CK=KN Answersd)

e EI1T. llegal? [oooocshot Answered)

Caeh ootaned from drug dealing, slealing, fencing stolen goods,
gambiing, prostition, e Do Nar atiempt to covert dnugs exchanged

%o a doliar valus. _/

E12. How many peocple depend on you for the majority of their

Max =048 food, shelter, etc.? Muest be regularty depending on patient, 6o
Inchuge allmony'child support, do not Include the patlent or s2if-
supporling spouss, e, (KX=hot Answersd)]

CTHOME_AZIL_Folow-Up v1-2.d0C Modifled: 1072272002 Prmed: 107262002 457 PM



DOMAIN: QS

ASF RISEBOF 14
TP - Sie Partizi ID
CTR-Sie D arteipant AssessmentDate: ___ f _  f
e — __USUBJID _ m m 4 o ¥ ¥ Y ¥
QSTEST
QE)&ES E12. How many days have you experienced employment Comments:

[e=hdD, 1=Yes

[=ho, 1=Yes

problems in the past 30 days?

nclude Inabilty to find work, & they ane actvely looking for work, or
probiems with present job in which that job s jeopardized. (d=kot
AnsweredQSEVLINT=-P30D QSORRESU=DAYS

For Guestions E20 & E21, ask the patient to use the Patient

Rating scale.
The patient's ratings In Questiors E20 & E21 refer o Queslion E19. Stress help
In finding or praparing for a job. not ghving them a job.

E20. How troubled or bothered hawve you been by these

employment problems in the past 30 days?
12 palent nas besn Incanceraied or detalned during the past 30 days
ey cannot have employment problems. (M=ot Answered)

E21. How imporiant to you pow. is counseling for thess
employment problems? o=kt Answerad)

CONFIDENCE I:m-I-Ill"lﬁ"'rl‘\-lIS DATA NOT ENTERED
Iz thie above information significantly distoried by:

E23. Patient's misrepresentation?

E24. Patient's inability to understand?

CTH-001S_ASIL_Folow-Up vi-Zdoc Modifled: 1072202002
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DOMAIN: QS

ASF PAGE 7 OF 14
CTP - Site ID Partcipant ID A | Dale: / I
. ___USUBJID ssessment Date: —— — — _TQ?SM\-CT
DRUG/ALCOHOL USE  =QSSCAT

Riowte of Adminlstration Types:

1=10ral 2 = Hasal

Yole the usual or most recent rouka. For mone than one route, chooss the most sevena. The routes are Bsbad from least severs o mosl savere

J=3moking £ =HNonV Injectlon

30 Days Is Zero, rowte should be coded as “H.™ (MOW=Not Answered)

3= IV Injection

QSEVLINT=-P30D

T Past

Substance a. Past 20 c. Route of | Comments:
QSTEST Days Admin.
Di.  Alcohol (amy wuse at all) QSORRES
02 Alcohol (o nhoxicalion] o
03, Heroin o
04 Methadone LAAM [presceibed) o
Dda.  Methadone/LAAM (illici] o QNAM = QSRTADMN
D5.  Other DpiatesAnalgesios o QLABEL = ROUTE OF ADMIN.
DE.  Barkilurates _ IDVAR = QSSEQ
07, Other Sedatives'HyenodicsT ranguilizers o
DB, Cocaine o
02 Amphetamines - -
D10, Carmakis o
D11, Hallucinggens -
D12, Ishalanis o
D36,  Nicotke [obaces producis) -
D13, Naore than 1 sulbstance per day (mcluding o
alcohiol, excluding ricotine)
QSORRES Di#. According to the Qtse-rl;-li:'esw-'gr which subsiance(s) is/are Comments:

the major problem?

Intzrvizwer should determing the major drug or drugs of sbuze
[evziuding Mizoing uss). Code he numbernext  tothe drugin
quaslions 01-12, [code presorbed or [ICI metnadone as “047). 00" =
no problem, H157 = 3kcohol & ane of More dregs, 167 = more than ana
drug but ne akcohal. Ask pariicipant when not clear.
(dON= Mot Answened)

How many times since your last A5l have you:

CTHAOD1S_ASIL_Foliow-Up_vi-2 doz

Had Alzohol DT's? Delidum Tremens (DT} Oocur 24-45 NOUrs
afer last drink, or signifcant decreass In alconol Intake. Charackarized
by shaking, sevars disarientalion, f2ver, naludnations, ey usually
require medical atlention. fOE=har Answersd)

Modifled: 1072202003

Primted: 10026:2003 4:57 P




DOMAIN: QS

ASF PAGE 8 OF 14
CTE - Site ID FPartzipant ID
Azzessmeant Date: ! / __QSDTC
[ —— _USUBJID__ Tm T e v or vy
ow many times since %%Tgﬁstygﬁ-ar&%-gggeen treated for: Comments:
QSORRES nelude debaxization, halfway houses, Infoutpatient counseing, and A4 or MA (If
3+ mastings wihin one monthi ). 0SNG ARSWErEd)
- 019, Alzohol abuse?
- 020, Drug abuse?
How many of thess were delox onfy?
021, Alcohol? W D19 =00, then guestian D21 s “NN" 0=kt
- Answerad)
D22 Drugs? 1020 =007, then gueshion D22 18 “MWNY 0=kt
- Answerad)
Max ow much money would you say you spent during the past 30
=$93999 days on: Only count ciual money sgent. Wnat |s the fnanclal burden caused
by drugs/aicahal? (OOOC=Nor Anskered)
5 ___ D23, Alcohaol?
QSEVLINT=-P30D QSORRESU=DOLLAR
S 024,  Drugs?
- D25 How many days have you been treated in an cutpatient
safting for alechol or drugs in the past 20 days? jinciudes
AAMNAT EK=Not Answered]
For questions D28 - 031. please ask the patient to use the
Patient Rating scale.
Thig Patlent s rating the need for 3gdiional substance abuse freatmant. =mor
Answered)
How many days in the past 30 have you experienced:
026, Aleohol problems? QSEVLINT=-P30D QSORRESU=IAYS
How troubled or bothered have you been in the past 30 days
by these:
N QSEVLINT=-P30D
D28, Alcchol problems?
How important o you now is treatment for these:
D30, Alcchol problems?
How many days in the past 30 have you experienced:
D27. Drug preblems? QSEVLINT=-P30D QSORRESU=DAYS
nclude: Craving. withdrawal symptoms, disturbing effects of u=s, ar waning o
£30p ard baing uniabis ta, OCSHGE Answensd)
How troubled or bothered have you been in the past 30 days
by these:
QSEVLINT=-P30D
023, Drug problems?
How important to you now is treatment for these:
031. Drug problems?
CONFIDENCE RATINGS 1S DATA NOT ENTERED
Is the abowve information significantly distorted by:
S 034, Pabent's misrepressntation?
O=Mia, 1=YEs
D35, Pabient's inakdlity to understand?
O=Ma, 1=YEes

CTH-OD1S_ASIL_Faliow-Up_vi-2 doc wodified: 10/2212003

2rimed: 10V26/2003 4:57 PM




DOMAIN: QS

ASF PAGE 9 OF 14
CTP - Site ID Partizipant |D .
. __USUBJID_ Assessment Date: —— ! S—— ! _TQT_S%CT

LEGAL STATUS =QSSCAT

QSORRES L2
O=Mo, 1="25

A §ou b7 BaPls 5 probation?

MWaota guration and level In comments. (=Mt Answerad)

How many times since your last AS| have you been arrested and charged

with the following: Incude tofal numter of counts, nod Just condictions. Do not Inclds Jusenlie
(pre-age 18) cimas, unless they were charged 35 an adull Inciude formial changes onily. (0=kiot

Answered)
L3. Shopifting™Vandalism Ll Aszauk
L4. Parcle’Probation Violatiors L1, Arson
L3, Ceug Charges 12 Bape
LB. Forgery 13 Homicige/Manslaughier
L7, Weagons Offzrse L4 Prostitution
L8. Burglary'Larcemy'B&E 15 Contemnet of court
L9, Rokkery s Other: [seecify b
o L17. How many of these charges resulted in convictions?
IF L23-L1E="00", then L17="MN". Do not Incude misdemeanor offenses
Trom questions L13-L20 belovw. Comsictions Include Nnes, probation,
Incarcerations, suspensed sentences, and guity pleas. (X0=pot
Anzwered)
How many times since yowr last AS| have you been charged
wiith the following:
L18. Disorderly conduct, vagramcy, public infosxication? ooe=npt
_ Answered)
—_— Li18.  Driving while intcaxicated (D7 (oe=nof Answered)
- L20.  Major driving violations?
Maving violatians: spesdng, reckless driving, no llcense, b O6=hod
Answered)
o L21.  How many months were you incarcerated since your last
Moz BS17 pox=hior Angwersd) QSORRESU=MONTH
It incarcerated 2 weeks gr maore, round ihis up bo 1 month. L7 otal number
of manihe Incarcerated.
L24 Are you presently awaiting charges, tnal, or sentence? (=nof
I=ka, 1=YEs Answered)

CTHAOD1S_ASIL_Foliow-Up_vi-2 doz Modted: 10/2212003

Comments:

Primted: 10026:2003 4:57 P




ASF

DOMAIN: QS

Pace 10 0F 14

CTF - Site ID

Partzipant ID
__USUBJID

Acsessment Date:

m m

0 a ¥

f___QSDTC _
Y ¥y

QSORRES

I=ka, 1=YEs

I=ka, 1=YEes

L25.

L25.

L7,

QSTEST

chaose Mokl savere.

QSEVLINT=-P30D__QSORRESU=DAY
What for? (Refers to L24.) Us2 code 03-18, 18-20. T more tham ong,

Dion® Include ¢yl cases, unless a criminal offense ks invalved. (KX=hob

Answered, NN Har Agpicahis)
03 = Shopliting
04 = Prabation viclation
05 - Crug
08 = Fargery
07 = Weapons
08 = Burglary
03 = Roabary
10 = AssauR
11 = Argan

12 = Rape

13 = Homickde

14 = Prasiiusion

15 = Conbempt

15 = Caner

18 = Disordery conduct
19 = DWI

20 = Major driving viciaticn

Howr many days in the past 20, were you detained or

incarcerated? QSEVLINT=-P30D QSORRESU=DAY

INGuEE b=ing ameEted and ralzased on (e same fay, =i

Answersd)

Hew many days in the past 30, have you engaged in

illegal activities for profit? QSEVLINT=-P30D QSORRE

Exclude simple orug possession. Indude drug dealing, prostiution,
selling Elolen goods, slc. kiay be cross- checked wih Question E17
unger Employment'=amily Support Sschion. [Kd=hiof Answersd)

For questions L28 & L23, ask the patient to use the Patient

Rating scale.

L28.

L8,

COMFIDENCE RATINGS

Hiow sericus do youw feel your present legal problems are?
Exziume civil probiems. (K=hor Answersd)

How important o you now is counseling or referral for

these legal problems?

Fatlznt Is rating a ne=d for acditioral refermral o legal counsel tor defense
agalnst criminal changes. (X=Nof Answensd)

THIS DATA NOT ENTERED

|5 the abowve information significantly distorted by:

L31.

Fatient's misrepresentation?

L32. Patient's inabilty o understand?

CTHAOD015_ASIL_Foliow-Up_vi-2.doz

Modified: 1072202003

Comments:

SU=DAY

2rimed: 10/26/2003 4:57 PM




DOMAIN: QS

ASF PAGE 11 0F 14
CTP - Site ID Partcipant ID .
L _ USUBJID Besessment Date: ??J' — J'_!r%%'l%
FAMILY/SOCIAL RELATIONSHIPS =QSSCAT
QSORRES F1.  Marital Status QSTEST Comments:

1 = Mamad J=Widowed 5 =Dhorcad
2=FRemammed £ = Separated  § = Never Maried
Commor-aw mamage = *1." [Specly In comments) (X=Mol Ansesred)

F3. Are you satisfied with this situation? [Rezrs o Question F1)

=0 Zatlsfizd = generaly lking the sihualion. [X=hof Answered)
1=IndrTerent,
2=YES

F4. Lwing arrangements {Snce your last ASIE

1 ="With sexual pariner & children & = With friends

2 = Wit sexual partner alone T = Alone

3 = With children aiona & = Controlied Envircniment
2 = With parenis 9 = Mo stable arrangement

5 = Wit family

Choose amangements mos? represaentative of the past 3 years. W ihere ls
an ewan Spiit In fime belween Mesa amangements, chaose the most recent
amangement. X=Nof Answered)

F&. Are you satisfied with these arrangements?

O=Ho Fefers o response In Cuestion F4. (K=ot Answersd)
1=IndrTerent,
2=YES
Do you live with anyone who:
F7. Has a current alcohol problam?  osior Answered)
I=kia, 1=Yes
F5. Uses non-prescribed drugs? (w=Nof Answered)
I=ka, 1=YEs
Fa. With whom do you spend mast of your free time?
=Family, 1 & girfriendooyriend Is considered as & famlly by patient. than they must
Z=Friznds, mefzr to them as family throughout ils section, not & friend. Family 15 not w0
S=Alane e referrzd o 38 Triznd.” (=Mt Answersd)
F10. Are you satisfied with spending your free fime this way?
O=*o |Refars o Question Fo)
1=IndETerent, A BatsNed response must Indizats that the person generally lIkes the
2=%Es sluation. (=hor Answered)

Have wou had significant pericds in which you have experienced sericus

problems getting along with: “Serous probiems” mean those that endangered the
relallcnshlp. A “problem” raguires conlast of some sorl, efther by t=lephone or In person.

a.Past3 | oo Mo 1= Yes, (= Not Answered, N= Mot Applicable)
Days L J
F15. Mother
QSEVLINT=-P30D
F18. Father

F20. Brothers!Sisters

F21. Sexual Partnen Spouse

F22. Children

F23. Other Significant Family (Specify )
F24. Close Friends

F25. Meighbaors

FZ6. Co-workers

CTHAOD1S_ASIL_Foliow-Up_vi-2 doz Modted: 10/2212003

Primted: 10/26:2003 4:57 M




DOMAIN: QS

ASF PazE 12 0F 14
-5 Partcipant |D
CTF-SitelD Artelpan AcsessmentDate: [ _Q_SEC_
_— __USUBJID m m d 4 ¥ ¥ ¥y
a.Past30 | 0= Mo, 1= Yes (X=Naot Answered) Comments:
Diays -

QSEVLI NT:-E%OD STEST

QSORRES

O=Mo, =126

O=Hia, 1=%'es

anyone [Guestion F18 - F26) abuse you?

F28. Physically? (Caused you physical hamn. )

F28. ZSexually? (Forced sexual advancesiacts.)

How many days in the past 30 have you had serious conflicts:
Fad. With your family? = Not Ansaeres)] QSEVLINT=-P30D (

For Questions F32 and F34. ask the patient to use the Patient
Rating scale.

Henw troubled or botherad have you been in the past 30 days by
these:

F32. Family problems (o= Not Answeareg) QSEVLINT=-P30D

Heonw important to you mow is treatment or counseling for these:

F24. Family problams

Fatlzrt |6 raling RISNer Ness Bor cours2ing for tamily prasiems, nos
whether iha family would be wiling to atenn. (K= Mot Answerss)

How many days in the past 30 have B::u had s=nous conflicts:
SEVLINT=-P30D
F31. With other people (excluding family)? o= Mar Answersd)

For Questions F33 and FA5, ask the patient to use the Patient
Rating scale.
Heonw troubled or botherad have you been in the past 30 days by

hese:
=S QSEVLINT=-P30D
F33. Social problems (= Not Answersad)

Heonw important to you now is treatment or counseling for these:

F25. Social problems

Inchude patient’s need [o seek treatment for such soclal problems as
langliness, Inablity to soclalize, and dissatsfaction wih fiencs. Fatient
rafing shiould refer 1o dissatsfaction, confilcls, or other serous problems.
Exciude problems that would be eliminated If patient had no substanca
abuse. (= Mot Answersd)

CONFIDENCE RATING  TH|S DATA NOT ENTERED
Is thie above information significantly distoried by

F37. Patlient's misrepresentation?

F25. Patient's inabilty to understand?

SORRESU=DAY

CTH-0DMS_ASIL_Folow-Up_vi-Zdoc Modiflied: 1072242002

Primed: 112672002 4:57 PM




DOMAIN: QS

ASF PAcE 13 0F 14
CTP - Site 10 Farticipant D QSDTC
Ascessment Date: ! !
—_— _USUBJID__ e T T Vv v v
PSYCHIATRIC STATUS=QSSCAT
Comments:

QSTEST _
How many times since your last AS| have youw been treated

for any psychological or emotional problems:

Dz not Incluse substance sbuse, employmans, or amly counseling. Trealment
eplsate = 3 52res of maore or l25& conbinuous visis or treatment days. nat the
number of visis or ieatment days. Enter diagnosis In comments H knawn
QSORRES
1.

Im a Hospital or inpatient setting?  (200= Mot Answerag)

F2. QOutpatient'private patient? (o= Mot Answersd)

F3. Do you receive a pension for a psychiatric disability? (x=nat
O=*o, 1=726 Anzwerad)

Have you had a significant period of time (that was not a
direct result of alcohol/drug use)] in which you hawe:

a. Past3d [
Davs | 0=Mo, 1=Yes, (X= Mot Answered) ]

F4. Experienced serious depression-sadness, hopelessnass, loss
of interest, difficulty with daily function®
QSEVLINT=-P30D
F5. Experienced serious anxistyfension-uptight. unreasonably
worried, inability fo feel relaxed?

FS. Esperienced hallucinations-saw things or heard voices that
other people did not se= or hear?

F7. Experienced trouble understanding, concenirating. or
remembering ?

For guestions PE-P10, patient could have been under the
influence of alcoholidrugs.

P8, Experienced trouble contralling wiclent behawior including
episodes of rage, or viclence? (Patlert can b2 under the Infuzncs of
alzahalionigs. |

F8. Experienced sericus thoughts of suicide?
2atient seriously conslderad 3 plan for taking hisher (2

F10. Attempted suicide? (Incude actual sulcidal gestures or atbempls.)

— P11, Beesn prescribed medication for any psychological or
emotional problems? (Prescrized for the patient by M2, Racord “¥es”
H a medcation was prescribed even If the patlent 15 not taking 1)

F12. How many days in the past 30 have you experienced thess

peycholegical or emotional problems? (This refers to protlems
nated In Questions P4-PA0L) 200= Mot Answearned)

QSEVLINT=-P30D QSORRESU=DAY
CTH-0015_ASIL_Faliow-Up_vi-2.doc Modified: 1072212003

2rimed: 10V26/2003 4:57 PM




DOMAIN: QS

ASF PAGE 14 OF 14
TE - Sik Partizi 10
CTF-Sie D artcipant Assessment Date: J __QS_DTS
S — __USUBJID_ m m g @ Yy ¥ ¥V
QSTEST
For Guestion P13 & P14, ask the patient to use the Patient Comments:

QSORRES Rating seale.  ~gpy) |NT=-P30D

F13. Howw much have you been troubled or bothered by thesse
peychological or emaotional prablems in the past 30 days?

[Paziant should be rafing the pratlem days from Question F12.) 0= Mo
Answered)

F14. How important to you now is treatment for these
peychological or emotional problems? (0= Mot Answersd)

CONFIDEMCE RATING

) THIS DATA NOT ENTERED
Is the above information significantly distorted by:

22. Patient's misreprasentation?
O=Ma, 1="2E

— -1 I H - - ';I
G, 1=ves F23. Palient's inabilty o understand®

CTH-ODME_ASIL_Foliow-Up_v1-2.d0C Modiflied: 1072202002 2rmed; 11V2E2003 4:57 PM



ADDENDUM FoLLow-Up (ADDF)  —oscaT DOMAIN: QS PAGE 1 OF 2

Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015

A Randomized Clinical Trial Seq. Num.: __ __
NODE: STUDYID EPOCH VISITNUM
STUDY Visit: 1-%k FUP I-Month FUP
cTp-sITfemigs - foircle ong) = E
USUBJID = ! G-Month FUP 12-Month FUP
PARTICIPANT ID: Yo PJ
BssessmentDate: /| QSDTC  mm rags STAFFID: _ QSEVAL
I=CRF Administerad A=Nal enough time 1o Afminister
__ FORM COMPLETION STATUS 2=Farlicipant refused E=ho Panizipamt Contac
F=Z231 Wamber dil not Aminister =0l

{Independent Azseszor Completed)

For questions 18 and 13, ask the Participant to consider only events that have happened since her last
interview.

{Flease note that the question numbering has been preserved from the Addendum CRF, and, therefore, the
gquestions are not numbered sequentially.)

Yes Mo MHA QSTEST

1 0 & 18a.  Since our last interview, has anyone used physical violence {such as being slapped.
pushad, hit or punched) or the threat of physical viclence against you? (If yes, ask

QSORRES questicns 18b-18F If no or not answered, skip to gquestion 159a.)
If yes, how was this person related to you:
1 0 -G 18b. Spouse?
1 0 & 18c.  Other family member?
1 0 -8 18d. Parinersignificant other?
1 0 -g 18e.  Stranger?
1 0 & 184. Did you receive medical treatment for any injuries as a result of physical viclencs

against you?

Yes Ho MNA

1 0 & 18a.  Since our last interview, has anyone used sexual viclence (forcing you to do
anything sexual) or the threat of sexual viclence against you? (If yes, ask
questicns 13b-13F If no or not answered, skip fo question 22.)

If yes, how was this person related to you:
-G 18b. Spousse?
& 182,  Other family member?
18d.  Parner/significant other?
-8 19e. Stranger?

—_
[ R - =] [ R -
1
=]

& 194. Did you receive medical treatment for any injuries as a resulf of sexual violence
against you?

CTH-001 5 Acdendum Foloe-up wi-00.doc Modifled: 326/2004 Printed: 3/26/2004 1:30 PM



ADDF DOMAIN: QS page2oF2
-5 Paricipant ID
©TF -Site D USeréhj]Figl AssessmentDate: [/ j QSDTC
- ___ m m__ d _d v VY%

For guestions 22 through 28, ask the Participant to consider how she feels currently.

QSORRES
22

23.

24

25,

26,

CTM-001 5 Addendum Folow-up ¥1-00.d00

Oweerall Health QSTEST
Please rate your current health status in general:
1 = Excellent
2= Good
3 =Fair
4 = Poar

5 = \lery poor
-8 = Mot answered

FPlease tell me how much you agree or disagree with the following statements:

| arn somewhat il
1= Strongly agree
2 = Somewhat agree
3 = Meither agree nor disagres
4 = Somewhat disagree
5 = Sftrongly disagres
-8 = Mot answered

| arm as healthy as anybody | know.
1= Strongly agree
2 = Somewhat agree
3 = Meither agree nor disagres
4 = Somewhat disagree
5 = Strongly disagres
-0 = Mot answered

My health is excellent.
1= Strongly agree
2 = Somewhat agrees
3 = Meither agree nor disagres
4 = Somewhat disagree
5 = Sftrongly disagres
-8 = Mot answered

| have been feeling bad lately.
1= Strongly agree
2 = Somewhat agree
3 = Meither agree nor disagres
4 = Somewhat disagree
5 = Strongly disagres
-8 = Mot answered

Modifled: 326/2004

Printed: 3/26/2004 1:30 P



DOMAIN: TU

TRAUMA SPECIFIC TREATMENT (TST) ~TUCAT STUDYID PAGE 1 OF 1
Women’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq. Num.: __ __
EPOCH VISITNUM
NODE: ‘o .
STUDY Visit- -eek FLIP IMonth FUP
CTP-SITE 1D: - fcircle onel
_TSU§|D_ == - G-Minth FUP 12-Month FUF
PARTICIPANTID: 5
AssessmentDate: | _EJEC_ (e £ aid £y STAFFID: ___ QSEVAL
1=CRF Adminisazred 4=Nat encugh fime to Adminiser
__ FORM COMPLETION STATUS 2=Particlpant refused S=Ho Paticlpant Cantact
3=Sia0T Membar did not Admirisser E=Ciner

{Independent Aszesaor Completad)

Complete this questionnaire immediately after the NSMF (Mon-Study Medical Services — Follow-Up),
or the NSMS at the 1-Week Follow-Up visit,

TUORRES
Yes Mo TUTEST/ TUTESTCD
1 0 1. Since your lazt assezsment, have you recsived treatment from a

counzelorpsychiatristpsychologist/zocial worker where the primary focus was on
trauma related izsues or symptoms?

{IF NO QR NOT ANSWERED, THEN END QUESTIONNAIRE. OTHERWISE, COMPLETE 302 AND G3.)

2. _ (F YES) How many times did vou see a
counselon'peychiatrist/peychologist/social worker for trauma specific
treatment since your last assessment?

3. {F YES) How many times did vou see a

counselor'peychiatrist/peychologistfsocial worker for trauma specific
treatment D0 Iast S0 davs?

CTH-OD1E Trauma Specis Treament w1-00.doc Modified: 1001672002 Printad: 1071872005 1:50 PM



STUDYID

DOMAIN: QS
STUDY BLIND INTEGRITY I[EEI} —OSCAT PaGE 1 OF 1
Women's Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0015 A Randomized Clinical Trial Seq Num.: __
NODE: | __ STUDY Visit: VISITNUM EPOCH
CTPSITEID: - (circle mei 1-Wk FUP 3-Month FUP  &-Month FUP 12-8onth FUP
PARTICIPANT ID; | USUBJID
AssessmentDate: [ | QSDTC  immsaasyym STAFFID: ___ _ QSEVAL
1=CRF Administered d=plod E1:LI§|'| Hme b Adminisser
__ FORM COMPLETION STATUS 2=Particlpant refussg S=Mo Parficlpant Contact
J=51aT Membsar did not Adminkster E=0her
(ndependent Aszsszor Completed)
QSORRES QSTEST/QSTESTCD
1. Were vou informed of this Participant’s group assignment? (2.q. Was
the study blind broken for this Participant?)
1 ="es (Answer guasmion 2|
0= M
2.

If yes, to which group was the Participant assigned?
1 = Experimental (Seeking Safety)
2 = Control (Wormen's Health Education]

CTHN-ODME_Shudy_Bing_Integrty_vi-1.doc Modmed: 10112003 Primed: 10V372003 12208 PK



STUDYID

STUDY TERMINATION - FoLLOW-UP (STF) DOMAIN: DS PAGE 1 0F 1
Women’s Treatment For Trauma And Substance Use Disorders:
NIDA-CTN-0013 A Randomized Clinical Trial Seq. Num.: __ __
NODE: EPOCH VISITNUM
STUDY Visit: -
CTPSITEID: __ _ - aircle one) 12-Month FUR
PARTICIPANT ID: _LEUElD_ EPOCH VISITNUM
AssessmentDate: | __DSETE (e £ dd S iy STAFFID: ___ __

1=CAF Adminiskered d=Not engugh ime o Administer

__ FORM COMPLETION STATUS Z=Particlpant refused S=Mo Fartclpant Contact
J=5ta Member dd nat Administer Er=Cither

{Independent Assssaor Completed) DSCAT=DISPOSITION EVENT

DSTERM/DSDECOD DM.RFENDTC
1. Date of Follow-Up Phase completion or early termination: _ _DSSTDTC

[T 7 OO TR RT
QONAM = DSNUMVIS, QLABEL = NUMBER OF FOLLOW-UP VISITS, IDVAR = DSSEQ
e o oW PhasE sy Tommpheted:

YEE HO UNKQNAM = DSNUMVIS, QLABEL = NUMBER OF FOLLOW-UP VISITS, IDVAR = DSS

EQ

{if No, then and questionnaire. I Yas or UNK, then complams questions 4 through &)

DSOCCUR REASCON FOR EARLY TERMINATION
¥ES NOD UNK Complets This SecTion anly if answared, "Ves ™ or “Unk" in guestion 3.

1 1| 4 4. Did the Paricipant refuss to continue (discontinue at her request)? DSTERM/DSDECOD
1 a 4 8. Was the Parficipant lost to follow-up (lost contact)?
1 | 4 B. Was the Parficipant terminated for elinical reasons?

1 i 4 T. Was the Parficipant terminated for some other reason? [Ifyes. describe in guasnion &)

B, If amy question above was answered Yes, then provide details:

DOMAIN:- CO
|=A=20 27y R Famn - -

COREF=STUDY TERMINATION FOLLOW UP
Variables COVAL

IDVAR=VISITNUM

CTH-0015_Shudy_Termination_Foliow-up_w1-1.doc Flodifed: 1072/2003 Frinteg: 10VE2003 12209 PR



